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Case 2:07-cv-01791-RSL Document 70 Filed 12/29/17 Page 1 0f 3

The Honorable Robert S. Lasnik

UNITED STATES DISTRICT COURT
WESTERN DISTRICT OF WASHINGTON

AT SEATTLE
Northwest Center for Alternatives ) No. 07-cv-1791-RSL
to Pesticides, et al., )
)
Plaintiffs, )
) NOTICE OF WITHDRAWAL OF MOTION
V. ) TO AMEND (DKT. No. 51)
)
National Marine Fisheries Service, )
)
Defendant. )
)

Defendant, the National Marine Fisheries Service (“NMFS”), hereby withdraws its
Motion to Amend (Dkt. No. 51). On December 29, 2017, NMFS completed and transmitted to
the Environmental Protection Agency (“EPA”) its final Endangered Species Act biological
opinion regarding EPA’s registration of the pesticides chlorpyrifos, malathion, and diazinon. See
Dkt. 69. Because Defendant’s Motion to Amend sought an extension of time to finalize that
biological opinion, and NMFS has now completed that same biological opinion, the Motion to
Amend is moot.

Plaintiffs’ Motion to Release (Dkt. No. 54) is also moot. That separate motion sought the

3

release of certain documents because, according to Plaintiffs, they “would enable Plaintiffs to
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understand whether NMFS may have any legitimate reasons for needing additional time and if
so, ways to accommodate any legitimate needs while still producing the biological opinions
expeditiously.” Id. at 16. Because NMFS has completed the biological opinion at issue and 1s
no longer requesting additional time, there is no longer any relief the Court could fashion in an
order on Plaintiffs” Motion to Release. The Court should therefore dismiss the Motion to
Release as moot.
Dated: December 29, 2017.

Respectfully submitted,

JEFFREY H. WOOD

Acting Assistant Attorney General

SETH M. BARSKY, Chief

S. JAY GOVINDAN, Assistant Chief

/s’ J. Brett Grosko

J. BRETT GROSKO (Maryland Bar)
Senior Trial Attorney

U.S. Department of Justice

Environment & Natural Resources Division
Wildlife & Marine Resources Section

Ben Franklin Station, P.O. Box 7369
Washington, D.C. 20044-7369

Telephone: (202) 353-0342

Facsimile: (202) 305-0275

Counsel for Defendant
Of Counsel

Daniel Pollak, Attorney-Advisor
U.S. Department of Commerce
National Oceanic and Atmospheric
Administration

Office of General Counsel
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Clerk of the Court using the CM/ECF system, which will send notification of such to counsel of

record.
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CERTIFICATE OF SERVICE

I hereby certify that on December 29, 2017, I electronically filed the foregoing with the

/s/ J. Brett Grosko

J. Brett Grosko
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Appointment

From:
Sent:
To:

Subject:

Attachments:
Location:

Start:
End:

Show Time As:

Recurrence:

Gina_Shultz@fws.gov [gina_shultz@fws.gov]

3/22/2018 11:46:58 AM

NMFS - HQ - PR5 Conference Line [noaa.gov_33333437383537302d343932@resource.calendar.google.com]; Miller,
Wynne [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8267862f7fead782aec32eabfec8c19c-wymiller]; Patrice Ashfield
[/o=Exchangelabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user1f5a6el7];
Paula.JonesYates@noaa.gov [paula.jonesyates@noaa.gov]; Perry, Tracy [/o=Exchangelabs/ou=Exchange
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ffd9b082a6484fe8a70cade93a68466¢-Tracy L Perry];
cathy.tortorici@noaa.gov [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bdaaff0c14a4264abc82f1468af694d-cathy.tortorici@noaa.gov];
craig_aubrey@fws.gov; Guilaran, Yu-Ting [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a698774e93e34a2b9181d4b3032h8a32-ytguilar]; Anderson, Brian
[fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce7d6e5ad2e94b3f8f5ac4d839a6¢268-Brian Anderson];
sheryl.kunickis@osec.usda.gov; Sims, Diann [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF235PDLT)/cn=Recipients/cn=7ca5706c9da345¢5af43f0899cf3a8df-Diann Sims]; ashley_stilson@fws.gov;
Echeverria, Marietta [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF235PDLT)/cn=Recipients/cn=36¢56b7169144626bd6aadea25992d4e-Marietta Echeverrial

Updated invitation: ESA/Pesticide Senior Managers @ Thu Mar 22, 2018 10am - 11am (EDT)
(echeverria.marietta@epa.gov)

invite.ics

NMFS - HQ - PR5 Conference Line

3/22/2018 2:00:00 PM

3/22/2018 3:00:00 PM
Tentative

{none)

This avent has been changed,

more details »
ESMPestzmde Senior Managers

Changed: Thu Mar 22, 2018 10am -~ {1am B
NMFS - HQ - PR5 Conference Line {map)

hitps://plus.google . com/hangouts/ /doi.gov/gina-shultz

echeverria. marietta@epa.gov

. Gina_Shuliz@fws.gov -
- lois_weliman@fws.gov - o
- millerwynne@epa.gov

. patrice_ashfield@fws.gov

- Paula.JonesYates@noaa.gov
. perry.tracy@epa.gov

- cathy.tortorici@noaa.gov

- Ccraig_aubrey@fws.gov

« guilaran.yu-ting@epa.gov

- anderson.brian@epa.gov

ED_002144_00005664-00001




- sheryl kunickis@osec.usda.gov
. sims.diann@epa.gov

- ashley_stilson@fws.gov

- echeverria. marietta@epa.gov

Personal Matters / Ex. 6

Agenda Hems:

Status of the FWS spreadsheet

Engaging registrants in usage data catalog and collection
Public comment period on NMFS BiOp

Bomoxynil BiOp situation

The Peslicides MOA

Senate Legislation on pesticides work

CBD NOI on Malathion

* Yes - Maybe - No more options »

11 Google Calendar
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Appointment

From: Gina_Shultz@fws.gov [gina_shultz@fws.gov]

To: NMFS - HQ - PR5 Conference Line [noaa.gov_33333437383537302d343932@resource.calendar.google.com];
miller.wynne@epa.gov; Gina_Shultz@fws.gov [gina_shultz@fws.gov]; patrice_ashfield@fws.gov;
Paula.fonesYates@noaa.gov [paula.jonesyates@noaa.gov]; perry.tracy@epa.gov; cathy.tortorici@noaa.gov;
craig_aubrey@fws.gov; guilaran.yu-ting@epa.gov; anderson.brian@epa.gov; sheryl.kunickis@osec.usda.gov;
sims.diann@epa.gov; ashley_stilson@fws.gov; echeverria.marietta@epa.gov

Subject: ESA/Pesticide Senior Managers
Location: NMFS - HQ - PR5 Conference Line
Start: 3/22/2018 2:00:00 PM

End: 3/22/2018 3:00:00 PM

Show Time As: Tentative

Recurrence: (none)

Participant call-in Details< Personal Matters / Ex. 6 ; br>Agenda
Items:<br><br>sStatus of the FWs 3pPresusneetUrsSENYAgTHY reg‘r‘s*trants in usage data catalog and
collection<br>Public comment period on NMFS BiOp<br>Bomoxynil BiOp situation<br>The Pesticides
MOA<br><span>Senate Legislation on pesticides work</span><br>CBD NOI on
Malathion<br><br><span><br></span>

B i T N L L L N

please do not edit this section of the descri ption.

This event has a Google Hangouts video call.
Join: https://plus.google.com/hangouts/_/doi.gov/gina-
shultz7hceid=z21TuYv9zaHVsdHpAZndzlmdvdg.ek2mc2dhmlnpgcrcks297id1q4&hs=121

View your event at

https://www.google.com/calendar/event?action=vVIEW&e1d=ZWsybWMyZGhtMWSwWcWNyY2tzMjk 3awRscTRTMjAXODAZM] JUMTL
wMDAWWIBTYZhTdmvyemThLmlhem]l1dHRhQGVWYSSnb3Y&tok=MTkjZz2TuYv9zaHVsdHpAZndzLmdvdmvINjQ3NjM3Mzg20Td1Yjc2owow
NzMzZmI1NzgzZDZmMGY30WZNTc&ctz=America%2FNew_York&hl=en&es=0.

ED_002144_00005665-00001



Message

From:
Sent:
To:

CC:

Subject:

Attachments:

Shultz, Gina [gina_shultz@fws.gov]

9/13/2018 11:59:02 PM

Echeverria, Marietta [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=36c56b7169144626bd6aadea25992d4e-Marietta Echeverrial; Anderson,
Brian [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce7d6e5ad2e94b3f8f5ac4d839a6¢268-Brian Anderson]

Craig Aubrey [craig_aubrey@fws.gov]; Patrice Ashfield [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user1f5a6el7]

Responses to EPA Comments on Draft Malathion Timeline

Draft timeline for malathion BO for EPA 9.11.18.docx

As a reminder, I will be out of the office 9/17 - 10/5. Contact Craig or Patrice with ESA pesticide issues during
that time.

ED_002144_00005668-00001



Message

From: Shultz, Gina [gina_shultz@fws.gov]

Sent: 4/18/2018 2:23:38 PM

To: Guilaran, Yu-Ting [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a698774e93e34a2b9181d4b3032b8a32-ytguilar]

CC: lois_wellman@fws.gov; Patrice Ashfield [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=user1f5a6el7]; George Noguchi [fo=Exchangelabs/ou=Exchange
Administrative Group (FYDIBOHF235PDLT)/cn=Recipients/cn=userbe760c8b]; Miller, Wynne
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8267862f7fead782aec32ea5fec8c19c-wymiller]; Echeverria, Marietta
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=36¢56b7169144626bd6aadea25992d4e-Marietta Echeverrial; Perry, Tracy
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ffd9b082a6484fe8a70cade93a68466¢-Tracy L Perry)

Subject: Re: [EXTERNAL] Agenda? Invitation: OP Pesticide Consultation Meeting @ Thu Apr 19, 2018 3:30pm - 4:30pm (EDT)
(guilaran.yu-ting@epa.gov)

Attachments: 04192018 Agenda.docx

Thank you for the reminder. I meant to send this out yesterday. Feel free to provide comments back or we can
discuss tomorrow morning.

On Wed, Apr 18, 2018 at 9:55 AM, Guilaran, Yu-Ting <Guilaran. Yu-Ting{@epa.gov> wrote:

Hi Gina

Just want to follow up from last Thur’s call and see if you have an agenda for tomorrow’s registrant
meeting? We will see you in the falls church office hopefully a little before 3:30. Thanks.

Regards,

Yu-Ting Guilaran, P.E.

Director

Pesticide Re-evaluation Division (PRD)

ED_002144_00005673-00001



Office of Pesticide Programs

Office of Chemical Safety and Pollution Prevention
(tel) 703 308 0052

(fax)703 308 8005

Mail code 7508P

Room number PY S9623

From: Gina_Shultz@fws gov [mailto:gina_shultz@fws gov]

Sent: Monday, April 09, 2018 10:12 AM

To: paul whatling@fmec.com; aldos.barefoot@fmc.com; rsrichardson@wileyrein.com; Patrice Ashfield;
George Noguchi; mark houghi@adama.com; dweinbergf@wileyrein.com; Miller, Wynne; Echeverria, Marietta;
Patrick Havens; Guilaran, Yu-Ting; Nancy Golden; groliver@dow.com; laura.phelps@adama.com

Subject: Invitation: OP Pesticide Consultation Meeting (@ Thu Apr 19, 2018 3:30pm - 4:30pm (EDT)
(guilaran. vu-ting{@epa.gov)

When: Thursday, April 19, 2018 3:30 PM-4:30 PM (UTC-05:00) Eastern Time (US & Canada).

Where: MIB - Conference Room 3038 (; Personal Matters / EX. 6 )

more details »

@E-"’ Peﬁiamde Consultation Meeting
0 Thu Apr 19, 2018 3:30pm ~ 4:30pm &

MIB - Conference Room 3038 (§ Personal Matters / Ex. 6 i} (map)

hitps://hangouts.gooegle.com/hangouts/ /doi.gov/gina-shuliz

guilaran.vu-ting@epa.gov

YWho « Gina Shultz@fws.qov -«
« lois_wellman@@iws.gov - or
« paulwhatling@fmc.com
» aldos.barefoot@fmce.com
. rsrichardson@wileyrein.com
- patrice ashfield@fws.gov
. george noguchi@iws.gov
»  mark.hough@adama.com
. gdweinberg@wileyrein.com
- millerwynne@epa.gov
. echeverria.marietta@epa.gov
»  phavens@dow.com
. guilaran.yu-ling@epa.gov

ED_002144_00005673-00002



« nancy golden@iws.gov
» groliver@@dow.com
« laura.phelps@adama.com

MIB - Main Interior Building

1848 C Street, NW

Washington, DC 20240
POC - Lois Wellman at 202-208-4648

Please bring valid 1D for security clearance

"Yes - Maybe - No more options »

# guilaran.vu-ting@epa.gov

hitps:/iwww.google. com/calendar/

ED_002144_00005673-00003
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Agenda
FWS and EPA Meeting with Representative Applicants
for Malathion, Diazinon and Chlorpyrofos
April 19, 2018

3:30~-4:30 pm

introductions

Brief overview of role of applicants in ESA section 7 consultations
Status of the ESA section 7 consultations

Usage data catalog

ED_002144_00005674-00001



Appointment

From:
Sent:
To:

Subject:
Attachments:
Location:

Start:
End:

Show Time As:

Recurrence:

cathy.tortorici@noaa.gov [cathy.tortorici@noaa.gov]

9/12/2018 8:44:40 PM

Miller, Wynne [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8267862f7fead782aec32ea5fec8c19c-wymiller]; ashley_stilson@fws.gov;
Paula.JonesYates@noaa.gov [paula.jonesyates@noaa.gov]; Anderson, Brian [/o=Exchangelabs/ou=Exchange
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ce7d6e5ad2e94b3f8f5ac4d839a6¢c268-Brian
Anderson]; craig_aubrey@fws.gov; Patrice Ashfield [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user1f5a6el7]; Shultz, Gina [fo=Exchangelabs/ou=Exchange Administrative
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userd6a2f351]; Guilaran, Yu-Ting [/o=ExchangelLabs/ou=Exchange
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=a698774e93e34a2b9181d4b3032b8a32-ytguilar];
Perry, Tracy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ffd9b082a6484fe8a70cade93a68466¢-Tracy L Perryl; NMFS - HQ - PR5
Conference Line [noaa.gov_33333437383537302d343932@resource.calendar.google.com]; Echeverria, Marietta
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=36c56b7169144626bd6aadea25992d4e-Marietta Echeverrial; Sims, Diann
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7ca5706c9da345¢5af43f0899cf3a8df-Diann Sims];
sheryl.kunickis@osec.usda.gov; lois_wellman@fws.gov

Updated invitation: ESA/Pesticide Sr. Mgrs Call @ Thu Sep 13, 2018 8am - 9am (EDT) (echeverria.marietta@epa.gov)
invite.ics
NMFS - HQ - PR5 Conference Line

9/13/2018 12:00:00 PM

9/13/2018 1:00:00 PM
Tentative

(none)

This svent hag besn changed.

more details »
E%Aﬁ?egtscsde Sr. Mgrs Cali

Thu Sep 13, 2018 8am — 9am |
NMFS - HQ - PR5 Conference Line (map)

echeverria. marietta@epa.gov

- cathy.tortorici@noaa.gov - o
« Paula.JonesYates@noaa.gov - creator
- millerwynne@epa.gov

« ashley_stilson@fws.gov

- anderson.brian@epa.gov

« Craig_aubrey@fws.gov

- patrice_ashfield@fws.gov

« (Gina_Shuliz@fws.gov

- guilaran.yu-ting@epa.gov

. perry.tracy@epa.gov

- echeverria. marietia@epa.gov

. sims.diann@epa.gov

ED_002144_00005675-00001




- sheryl kunickis@osec.usda.gov
. lois_wellman@iws.gov

hanged:

- status of useage data conversations

- status of FWS conversations with the registrants
- Any Malathion litigation news to share?

- On getting useage data for the B&P BiOp

- FWS
Participant call-in details:

Personal Matters / Ex. 6

AGENDA [TEMS

Yes - Maybe - No more options »

1 Google Calendar

ED_002144_00005675-00002



Appointment

From: cathy.tortorici@noaa.gov [cathy.tortorici@noaa.gov]

To: miller.wynne@epa.gov; ashley_stilson@fws.gov; Paula.JonesYates@noaa.gov [paula.jonesyates@noaa.gov];
anderson.brian@epa.gov; craig_aubrey@fws.gov; patrice_ashfield@fws.gov; Gina_Shultz@fws.gov
[gina_shultz@fws.gov]; guilaran.yu-ting@epa.gov; perry.tracy@epa.gov; NMFS - HQ - PR5 Conference Line
[noaa.gov_33333437383537302d343932@resource.calendar.google.com]; echeverria.marietta@epa.gov;
sims.diann@epa.gov; sheryl.kunickis@osec.usda.gov; lois_wellman@fws.gov

Subject: ESA/Pesticide Sr. Mgrs Call
Location: NMFS - HQ - PR5 Conference Line
Start: 9/13/2018 12:00:00 PM

End: 9/13/2018 1:00:00 PM

Show Time As: Tentative

Recurrence: (none)

status of useage data conversations

status of FWS conversations with the registrants
Any Malathion Titigation news to share?

On getting useage data for the B&P BiOp

-  FWS
Participant call-in details:

Personal Matters / Ex. 6

AGENDA ITEMS

R I L L N N L VL T L N N N N N L T VLA

Please do not edit this section of the description.

view your event at

https://www.google.com/calendar/event?action=VIEW&eid=M2NlcmFzOWc22Z]jczMXVobGy2MjhmMm5 rb2 R fMjAXODASMTNUMTI
wMDAWWIB1Y2hTdmvycmThLmlheml1dHRhQGVWYSSnb3Y&tok=MjQjY2F0aHkudGOydGIyaWNpQGEVYWEUZ292ZDI0ZGI SODALY2NKOTV]
ZmM2ZT11YjvizZzTZhZiM4Y2NTM2 F1ZmQLINQ&ctz=America%2 FNew_York&hl=en&es=0.

ED_002144_00005676-00001



Message

From: Cathy Tortorici - NOAA Federal [cathy.tortorici@noaa.gov]
Sent: 11/13/2017 4:54:51 PM
To: Shultz, Gina [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=userd6a2f351]; Craig_Aubrey@fws.gov; Patrice Ashfield
[/o=Exchangelabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user1f5abel7];
Echeverria, Marietta [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=36c56b7169144626bd6aadea25992d4e-Marietta Echeverrial; Anderson,
Brian [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce7d6e5ad2e94b3f8f5ac4d839a6¢c268-Brian Anderson]

Subject: Fwd: Pesticides litigation extension - as filed

Attachments: WILDLIFE-#301941-v1-NCAP_v__ NMFS - stamped_Echeverria_declaration.PDF; WILDLIFE-#301940-v1-
NCAP_v__ NMFS - stamped_Rauch_Declaration.PDF; WILDLIFE-#301939-v1-NCAP_v__ NMFS -
_stamped_motion_to_amend.PDF

Dear all -

I just got these today and you may already have these.

Attached are the motions to extend the pesticides deadline, and NMFS' and EPA's declarations.
Just give a call if you have questions -

Cathy T.

Cathy Tortorici

Chief, ESA Interagency Cooperation Division
Office of Protected Resources

NOAA's National Marine Fisheries Service
1315 East-West Highway

Silver Spring, MD 20910

(w) 301,427 8495

(¢)301.602.2193

cathy tortorici@noaa.gov

ED_002144_00005679-00001
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Case 2:07-cv-01791-RSL  Document 51 Filed 11/09/17 Page 1 of 12

The Honorable Robert S. Lasnik

UNITED STATES DISTRICT COURT
WESTERN DISTRICT OF WASHINGTON

AT SEATTLE
Northwest Center for Alternatives ) NO. 07-cv-1791-RSL
to Pesticides, et al., )
) MOTION TO AMEND DKT. NO. 50
Plaintiffs, ) (STIPULATION AND ORDER)
)
V. )
) NOTED ON MOTION CALENDAR:
National Marine Fisheries Service, ) NOVEMBER 24, 2017
)
Defendant. )
)

Pursuant to paragraphs 5 and 9 of the parties’ 2008 Stipulated Settlement Agreement
(Dkt. 21), as amended on May 21, 2014 (Dkt. 50), Defendant, the National Marine Fisheries
Service (“NMFS”) requests that the Court amend the Court’s 2014 Stipulation and Order (Dkt.
50) to provide that NMFS’s nationwide Endangered Species Act (“ESA”) biological opinion
concerning the effects of the organophosphate (“OP”) pesticides malathion, diazinon, and
chlorpyrifos on all ESA-listed species under NMFS’s purview be due December 31, 2019, in liey,
of December 31, 2017. Dkt. 50 § 2. If granted, the buffer zones governing the use of the OP

pesticides will remain in place for the additional time that NMFS requests to complete the OP
1

DEFENDANT’S MOTION TO AMEND CASE NO. 07-cv-1791-RSL
DKT. 50

ED_002144_00005680-00001
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Case 2:07-cv-01791-RSL  Document 51 Filed 11/09/17 Page 2 of 12

biological opinion (“OP BiOp”), mitigating any harm to the ESA listed species at issue. On
November 8 and 9, 2017, counsel for Defendant contacted Plaintiffs, Northwest Center for
Alternatives to Pesticides, ef al., concerning the instant motion. On November 9, 2017, counsel
for Plaintiffs stated that they received notification of the instant motion on November 8, 2017
and believe the parties have not had the opportunity to “work reasonably toward a mutually
acceptable solution” pursuant to paragraph 5 of the Stipulated Settlement Agreement. Plaintiffs
further stated that they will continue to confer with Defendants and will take a position when a
response 1s due under the local rules.

L INTRODUCTION

On August 1, 2008, the Court entered the parties’ Stipulated Settlement Agreement,
establishing a Consultation Schedule for NMFS to complete seven separate regional ESA
biological opinions. Dkt. 21. On May 21, 2014, at the parties’ request, the Court amended the
parties’ Stipulated Settlement to allow NMFS through December 31, 2017, to issue a final
nationwide biological opinion concerning malathion, diazinon, and chlorpyrifos. Dkt. 50 § 2.
NMEFS now requests an additional 24 months to produce a final OP BiOp for the following
reasons.

First, due to the scope and complexity of the required analyses and number of public
comments received, EPA was delayed in providing NMFS with the biological evaluations by 9
months. Second, additional delays have also occurred associated with the transition to the new
administration and the need to brief the new agency leadership. Third, a number of technical
issues have arisen in the interagency discussions on this very complex issue between FWS, EPA,
and NMFS that must be addressed before NMFS finalizes its OP BiOp. Fourth, NMFS’s need to
coordinate with FWS as FWS prepares its counterpart nationwide OP biological opinions

2

DEFENDANT’S MOTION TO AMEND CASE NO. 07-cv-1791-RSL
DKT. 50

ED_002144_00005680-00002
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concerning effects to terrestrial and freshwater species. For these reasons, and for those set forth
in the accompanying declarations of Samuel D. Rauch, Deputy Assistant Administrator for
Regulatory Programs for the National Marine Fisheries Service, and Marietta Echeverria, the
Director of the Environmental Fate and Effects Division of the Environmental Protection
Agency, the interests of justice favor amending the Stipulated Settlement. The Court should
accordingly alter the May 21, 2014 Stipulation and Order (Dkt. 50) to relieve NMFS from the
obligation to produce a final OP BiOp by December 31, 2017 and instead require NMFS to issue
a final OP BiOp on or before December 31, 2019.
11 LEGAL BACKGROUND

A, THE FEDERAL INSECTICIDE, FUNGICIDE, AND RODENTICIDE ACT

Subject to limited exceptions, a pesticide may be distributed or sold in the United States
only if it is registered by EPA under the Federal Insecticide, Fungicide, and Rodenticide Act
(“FIFRA™). 7U.S.C. § 136a(a). Under FIFRA, EPA must register a pesticide if, among other
things, the pesticide, when used in accordance with widespread and commonly recognized
practice, generally will not cause “unreasonable adverse effects on the environment.” 7 U.S.C. §
136a(c)(5). Once a pesticide is registered, EPA must periodically review that pesticide
registration. 7 U.S.C. §§ 136a(g), 136a-1. If EPA determines at any time that a registered
pesticide, including its approved labeling, no longer meets the standard for registration, EPA
may initiate cancellation proceedings. In the case of an “imminent hazard,” EPA may commence
proceedings to suspend the registration of a pesticide during the period necessary to complete
cancellation proceedings. 7 U.S.C. § 136d(b), (¢).

B. THE ENDANGERED SPECIES ACT

Under Section 7(a)(2) of the ESA, each federal agency must insure that any action

~
J
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authorized, funded, or carried out by the agency “is not likely to jeopardize the continued
existence of any endangered species or threatened species or result in the destruction or adverse
modification” of designated critical habitat. 16 U.S.C. § 1536(a)(2). To assist federal agencies,
often referred to as the “action agencies,” in complying with Section 7(a)(2), the ESA and its
regulations outline a process of consultation between the action agency and FWS and/or NMFS
(collectively, the “Services”). Under those regulations, if an action agency determines that an
action “may affect” listed species or their designated critical habitat, the action agency must
pursue some form of consultation with FWS and/or NMFS. Consultation may be formal or
informal. If a federal action is “likely to adversely affect” a listed species, the action agency and
one or both of the Services enter into “formal consultation,” a process which is described at
length at 50 C.F.R. § 402.14. Agencies typically initiate “formal consultation,” by preparing a
biological assessment under 50 C.F.R. § 402.12(a) & (b) or a biological evaluation that comports
with § 402.14. In these assessments, the action agency describes the proposed action and
evaluates any effects the action may have on listed species and designated critical habitat. In
“formal consultation,” the Services use the action agency’s assessment, along with other
information, to prepare a biological opinion. In the BiOp, the Services determine whether the
proposed action is likely to jeopardize the continued existence of a listed species or result in
destruction or adverse modification of designated critical habitat. 16 U.S.C. § 1536(a)(2); 50
CF.R. §402.14. If the action is likely to jeopardize the continued existence of a listed species or
adversely modify designated critical habitat, FWS and/or NMFS must provide recommended
reasonable and prudent alternatives to the action, if any exist. 16 U.S.C. § 1536(b)(3)(A).

Upon receipt of a BiOp, the action agency makes the final decision about whether and in

what manner to proceed in light of its ESA Section 7 obligation to insure that its action is not
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likely to jeopardize any listed species or to destroy or adversely modify any designated critical
habitat. 16 U.S.C. § 1536(a)(2); 50 C.F.R. § 402.15. The ESA does not, however, provide action
agencies with regulatory authority to address the reasonable and prudent alternatives and
associated reasonable and prudent measures to minimize take provided in a biological opinion.
Rather, action agencies must utilize their existing regulatory authorities, to the extent such
authorities are available, to implement any changes to their actions to address a BiOp.
HI. FACTUAL BACKGROUND

Plaintiffs initiated the instant action in 2007 seeking to require NMFS to complete
consultation on the effects of 37 pesticides on northwest salmonid species. Dkt. 1. In the
parties’ original August 1, 2008, settlement agreement, NMFS agreed to issue biological
opinions on the effects of those pesticides pursuant to a Consultation Schedule. Dkt. 21.! On the
basis of this schedule, on November 18, 2008, NMFS issued a biological opinion concerning the
effects of malathion, diazinon, and chlorpyrifos on listed salmonids. Dkt. 50 at 2-6 (“2008 OP
BiOp”).

On April 1, 2009, Dow AgroSciences, LLC and other entities challenged the 2008 OP
BiOp under the ESA, Dow AgroSciences, LLC v. NMFS, No. 09-cv-00824 (D. Md.) (“Dow
AgroSciences LLC™) (Dkt. No. 1). While NMFS prevailed at the district court level, Dow
AgroSciences, LLC v. NMFS, 821 F. Supp. 2d 792 (D. Md. 2011), on appeal, the U.S. Circuit
Court for the Fourth Circuit reversed, vacated, and remanded the 2008 OP BiOp to NMFS, Dow

AgroSciences, LLC v. NMFS, 707 F 3d 462 (4th Cir. 2013).

! The original Stipulated Settlement allowed for a public comment period on NMFS’s draft
biological opinions. Dkt. 21 9 2.
S
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Following that decision, the Court amended the Stipulated Settlement per the parties’
request to allow NMFS through December 31, 2017 to complete a new OP BiOp. Dkt. 50 § 2.
The Court granted this amendment both to allow NMFS to complete a new OP BiOp on remand
from the Fourth Circuit, and to permit NMFS to collaborate with the U.S. Department of
Agriculture, EPA and FWS as recommended by the 2013 National Academy of Sciences report,
“Assessing Risks to Endangered and Threatened Species from Pesticides.” The parties made the
amendment request pursuant to paragraph 5 of the Stipulated Settlement, which provides:
Defendants represent that they intend to make every effort to
comply with the terms of this Stipulation in good faith. If,
however, through unforeseen circumstances, events should change
after the Stipulation becomes effective, Defendants will notify all
other parties of record as soon as reasonably possible of the change
and the reason therefor. The parties agree to attempt to work
reasonably toward a mutually acceptable solution. In the event a
solution is reached, the parties shall jointly move this Court to
amend the Stipulation, as the parties agree that this Stipulation may
be amended or modified only by order of this Court.

Dkt. 21 95. NMFS’s current deadline for publishing a final replacement OP BiOp is December

31,2017. Dkt 50 at 2.

IV. ARGUMENT

NMEFS requests that the Court enter an order providing a two-year extension to complete
the new OP BiOp. Dkt. 21 9 9. It is appropriate to amend the Stipulated Settlement to relieve
NMEFS of its December 31, 2017 deadline due to changed circumstances. /d. 95, 9. NMFS
requests that the Court instead allow NMFS to finalize the OP BiOp before December 31, 2019.
//

//

/1
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A. Significant Unforeseen Delay and Needed Interagency Coordination Has
Rendered it Impossible for NMFS to Meet its December 31, 2017 Deadline for
the OP BiOp.

Paragraph 9 of the Stipulated Settlement permits any party to apply for any order that
may be “necessary to . . . resolve any dispute regarding the terms or conditions of the Stipulated
Settlement Agreement, and for granting any further relief as the interests of justice may require.”
Dkt. 21 9 9. Paragraph S explicitly contemplated the possibility that the terms of the Settlement
Agreement would need to change due to unforeseen circumstances. /d. § 5. Here the interests of
justice support the requested extension.

First, EPA delivered its biological evaluations in January 2017 instead of March 2016, as
it had originally anticipated. Decl. of Samuel D. Rauch (Exh. 1) § 9; Decl. of Marietta
Echeverria (Exh. 2) 99 6-7. This nine month delay materially impacted NMFS’s ability to
prepare its new OP BiOp. Rauch Decl. Y 19-24. NMFS based the Stipulated Settlement’s target
date of December 31, 2017 for completion of the OP BiOp on a schedule that it developed with
EPA and FWS. Id. Under that schedule, EPA would have put draft biological evaluations out for
public comment and issued final OP biological evaluations to NMFS and FWS by March 2016.
Echeverria Decl. ] 6; Rauch Decl. ] 19-20. NMFS estimated completion of its replacement OP
BiOp of December 31, 2017 on this March 2016 internal deadline. Rauch Decl. § 20. Instead,
EPA issued draft biological evaluations for public comment on March 31, 2016, and was not
able to respond the many public comments received until in January 2017. Echeverria Decl. 9 6.
EPA issued final biological evaluations, thus initiating formal consultation with the Services,
only on January 17, 2017. /d. § 7. This changed and unforeseen circumstance accounts for

approximately nine months of the requested extension. Id. § 6; Rauch Decl. 9 20.
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This delay was compounded by the change in administration in January 2017. NMFS
was further delayed by the unforeseen additional amount of time for EPA and the Services to
appoint new agency leadership and have them confirmed by the Senate. Rauch Decl. 4 29. Once
the new agency leadership began to arrive, EPA and the Services then needed to brief the new
leadership on the very complex analyses and processes associated with the OP BiOp, which took
additional time. /d. Because this inter-agency consultation process is uniquely and
unprecedentedly collaborative and coordinated amongst the three agencies, the changes in
leadership at one agency detrimentally affected the schedules of other agencies. /d. As a result,
changes in leadership at EPA, FWS and in the Department of the Interior more broadly have also
affected NMFS’s ability to meet its deadline. /d. NMFS is striving to coordinate and remain in
step with FWS and EPA. Id

In addition to these factors, the OP BiOp—which is the first nationwide biological opinion
ever drafted—has proven more complex than NMFS or EPA anticipated. Echeverria Decl. 9§ 4,
6, 11. For example, EPA’s consultation obligations under the ESA involve extremely complex
scientific assessments because rather than addressing effects of a discrete project at a specific
location, EPA’s pesticide registration actions effectively address the entire United States and
therefore involve the potential for effects to hundreds of listed species in numerous and varying
aquatic and terrestrial habitats. /d. 9 3; Rauch Decl. 9 6-7. The ESA risk assessment for
pesticide registration must determine how each chemical enters and is dispersed in a wide variety
of ecological settings, under a wide variety of usage scenarios involving different cropping and
agricultural systems, and in widely varying environments. Rauch Decl. 7. It must consider
how exposure to these chemicals affects a wide variety of biologically different kinds of non-

target organisms, from micro-invertebrates to whales. /d. It must also consider how the direct

8
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and indirect effects on individual organisms affect populations and the species as a whole. /d.
The availability of data to inform this process varies considerably across locales, chemicals, and
species. All of these complexities result in many levels of scientific uncertainty. /d.

Between January 2017, when EPA issued its chlorpyrifos, diazinon and malathion
biological evaluations, and the present, significant issues and concerns about the methodology
that EPA employed in those biological evaluations have come up. Rauch Decl. 99 3, 26. Those
issues and concerns require further analysis and discussion by NMFS, EPA, and FWS and need
to be resolved before NMFS issues its OP BiOp. /d. 99 3, 26, 31. EPA and the Services require
more time to ensure that this unprecedented and novel collaborative National Academy of
Sciences-recommended process continues to move forward based on shared methodologies and
basis of information with appropriate input from the public. /d.

NMEFS also needs to coordinate the release of its replacement OP BiOp with FWS. The
NAS Report concluded that “What is needed is a common, scientifically credible Approach that
is acceptable to EPA and the Services.” Id. § 10. It recommended a joint, nationwide approach,
discussed the handling of models, data, and uncertainties associated with exposure analysis,
considered various issues such as sublethal, indirect, and cumulative effects; modeling
population-level effects; the effects of chemical mixtures; and incorporating uncertainties into
the effects analysis. /d. The NAS recommended that the agencies work in a closely coordinated,
collaborative fashion in order to develop and implement “a single, unified approach for
evaluating risks to listed species posed by pesticide exposure under FIFRA and the ESA.” 1d. §
11. FWS is currently working on its own OP biological opinions pursuant to a settlement in a
separate matter, Center for Biological Diversity v. FWS, No. 15-568 (N.D. Cal.) (ESA suit
concerning pesticide use and the California red-legged frog). Echeverria Decl. § 4. EPA and the

9
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Services have always understood that under the coordinated agency process now in place, the
Services will issue their biological opinions at the same time, informed by the same inter-agency
and public processes. Rauch Decl. §30. The Court should permit NMFS to collaborate with
FWS to ensure the federal government is working in lockstep as it develops these first ever
nationwide BiOps, as contemplated by the National Academy of Sciences. /d.

Finally, additional time is necessary to ensure public participation in this first-time use of
a nationwide approach that will have far-reaching consequences. While the ESA and the
Services’ consultation regulations do not require the Services to issue draft biological opinions
for public comment, given the broad extent of public interest in the evaluation and licensing of
pesticides for use across the country, Congress, EPA and the Services have all agreed that
meaningful public participation is a critical part of the consultation process on pesticide actions
under FIFRA. Echeverria Decl. 4 8-11. During the past month, staff from EPA, FWS, and
NMEFS have also been discussing timelines for providing sufficient time for NMFS and FWS to
complete the desired public and stakeholder processes that would follow issuance to the public of
draft biological opinions. Rauch Decl. 9 32. Based on these discussions, the agencies anticipate
that the public and stakeholder process would take an additional 18 months after the issuance by
NMEFS of its draft biological opinion. /d.

B. Buffer Zones Governing the Use of the OP Pesticides Will Remain in Place
During the Pendency of the Extension.

Additionally, the buffer zones governing the use of the OP pesticides in the northwest
will remain in place during the additional time requested to complete the OP BiOp. In 2010, the
Plaintiffs brought a separate case in this Court under the ESA concerning EPA’s OP pesticide

registrations, Northwest Center for Alternatives to Pesticides v. EPA, No. 10-1919 (W.D.
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Wash.). As part of the settlement agreement in that case, Plaintiffs negotiated protective buffer
zones that apply to the use malathion, diazinon, and chlorpyrifos. /d. (Dkt. 124 9 1). Pursuant to
that agreement, users may not apply these OP pesticides within 20 yards of any salmon-
supporting streams for ground applications or 100 yards of such streams for aerial applications.
Id. (referring to Exh. 1 (Washington Toxics Coalition v. EPA, No. 01-132 (W.D. Wash.)), section
[, paragraph A.1 to Dkt. 124)). Those buffers will remain in place until NMFS issues a new OP)
BiOp, thereby mitigating any harm Plaintiffs may allege will occur while NMFS completes its
nationwide OP BiOp. /d. § 2.

CONCLUSION

For the foregoing reasons, the Defendant respectfully requests that the Court alter the
Court’s May 21, 2014 Stipulation and Order to Amend the Stipulated Settlement Agreement
Affirmed by this Court on August 1, 2008 (Dkt. 50) to allow NMFS through December 31, 2019
to issue its final OP BiOp.

/1
/!
/!
/!
//
1/
/1
/!
/!

//
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The Honorable Robert S. Lasnik]

UNITED STATES DISTRICT COURT FOR THE
WESTERN DISTRICT OF WASHINGTON

NORTHWEST CENTER FOR )
ALTERNATIVES TO PESTICIDES, et al. ) CASE NO. 07-1791-RSL
)
Plaintiffs, )
)
V. ) DECLARATION OF SAMUEL
) D. RAUCH IN SUPPORT OF
) MOTION TO AMEND DKT. 50
NATIONAL MARINE FISHERIES )
SERVICE, )
)
Federal Defendant. )
)
1. I am the Deputy Assistant Administrator for Regulatory Programs for the

National Marine Fisheries Service (NMFS). In that capacity, I oversee NMFS’s fisheries
regulatory actions and programs, including those to support the conservation and recovery of
threatened and endangered species under the Endangered Species Act (ESA). The purpose of this
affidavit is to explain the background and reasons that NMFS is now requesting alteration of the
settlement agreement approved by this Court on May 21, 2014 (Settlement Agreement).
Specifically, NMFS is requesting alteration of the Settlement Agreement’s December 31, 2017

deadline to produce a new organophosphates biological opinion for the three pesticides,
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malathion, diazinon, and chlorpyrifos. NMFS requests that the Court set a deadline of December
31, 2019 for issuance of the final NMFS biological opinion. This affidavit explains the
background of and reasons for this request.

2. As described further below, the preparation of the NMFS organophosphates
biological opinion is part of an unprecedented inter-agency pilot effort in which NMFS, the U.S.
Fish and Wildlife Service (FWS), and the Environmental Protection Agency (EPA) (the
agencies) are developing a collaborative approach to resolving the complex challenges of
conducting nationwide ecological risk assessments of pesticide registration that will meet the
requirements of the ESA and the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA).
The agencies are developing a pilot consultation process that, in contrast to prior such
consultations, would address the effects of pesticide registration on a nationwide basis, for all
listed species, rather than on a species-by-species basis. This is an approach recommended by the
National Academies of Science (NAS) that is intended to be more transparent, scientifically
robust, and efficient than prior such consultations.

3. The agencies have already achieved a great deal of progress in these
consultations. However, as further explained below, there are several reasons these schedule
alterations are needed. Due to the sheer scope and complexity of technical issues that have
arisen, the agencies need more time to assure that the process continues to move forward based
on shared and collaborative methodologies and a shared basis of data and information. This
process has always been conceived as an iterative, collaborative process between the agencies,
with extensive input from stakeholders and the public. After an extensive public and stakeholder
comment process in 2016, the EPA biological evaluations that initiated the consultation process

were delayed by nine months. The inter-agency process and stakeholder input have also
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identified a variety of technical and methodological issues that will require lengthier and more
intensive inter-agency collaborative work to address, and that will require a more extensive
process than originally anticipated. In addition, NMFS has learned that certain issues and
concerns will need to be discussed concerning the basis for EPA’s biological evaluations, and
those evaluations are in turn one of the key foundations upon which NMFS must base any final
biological opinion.

4. NMFS and FWS (the Services) are responsible for protecting species that are
listed as endangered or threatened under the ESA and for protecting designated critical habitats
needed for such species’ survival and recovery. EPA is responsible for registering and re-
evaluating pesticides under FIFRA and must ensure that pesticide use does not cause any
unreasonable adverse effects on the environment. Under ESA Section 7, EPA must consult with
the Services to ensure that the registration of each pesticide registration does not jeopardize any
listed species or destroy or adversely modify its critical habitat.

5. For decades, there has been intensive and repeated litigation over how EPA and
the Services carry out their compliance with the ESA on the EPA’s pesticide registration
program. Litigation continues in other courts to this day. Such litigation has included cases
challenging alleged delay by in completing ESA consultations; cases challenging the results of
such consultations (i.e. the Services’ biological opinions); and cases alleging failures by EPA in
the implementation of the Services’ biological opinions. The volume of litigation, and the
volume and complexity of the consultations required, has in the past threatened to create
intractable gridlock.

6. The current ESA consultation process on these organophosphates represents an

unprecedented and ambitious pilot effort to put ESA compliance for pesticide registrations on a
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new footing. The goals of this new approach are to reduce litigation, enhance the scientific rigor
of the process, increase its openness and transparency, and to allow such consultations to proceed
more efficiently than has been the case for prior species-by-species consultations. It is informed
by an April 30, 2013 study from the NAS entitled “Assessing Risks to Endangered and
Threatened Species from Pesticides” (NAS Report). The NAS Report was prepared at the request]
of FWS and NMFS (collectively, the Services), EPA, and the U.S. Department of Agriculture
(USDA) (collectively, the agencies).

7. ESA consultation for FIFRA pesticide registrations pose formidable scientific,
logistical and methodological challenges. While pesticides are registered on a nationwide basis,
ESA Section 7 requires the Services to assess risk to each individual species. Under ESA Section
7, a typical consultation focuses on a single, discrete agency action occurring at a particular time
and place, and its effects on one or a few species. In contrast, EPA’s pesticide registration
program governs the use of over a thousand different chemicals applied throughout the United
States by thousands of individual users. The ESA risk assessment for pesticide registration must
determine how each chemical enters and is dispersed in a wide variety of ecological settings;
under a wide variety of usage scenarios involving different cropping and agricultural systems; in
widely varying environments (hydrology, climate, etc.). The assessment must consider how
exposure to these chemicals affects a wide variety of biologically different kinds of non-target
organisms, from micro-invertebrates to whales; it must consider how the direct and indirect
effects on individual organisms affect populations and the species as a whole. The availability of
data (e.g., on pesticide usage, toxicity; species biology, life histories, and population dynamics)
varies considerably across locales, chemicals, and species. All of these complexities give rise to

many levels of scientific uncertainty.
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8. There are also important differences between the analytical methods and
requirements that have been developed in the past by EPA to comply with FIFRA, versus the
methods used by the Services under the ESA. For example, FIFRA requires the weighing the
risks posed by a pesticide with the benefits of pesticide use and use, while the ESA focuses
solely on species conservation. As a result, as noted by the NAS Report, the differences between
the statutes “led to conflicting approaches in evaluating risks,” and made 1t difficult to reach a
“consensus on assessing risks to listed species from pesticides.” NAS Report at 3. This was due
in large part to the agencies’ use of “different assumptions, technical approaches (data and
models used), and risk-calculation methods.” NAS Report at 4.

9. The agencies requested that NAS evaluate methods for identifying the best
scientific data available; evaluate approaches for developing modeling assumptions; to identify
authoritative geospatial information that might be used in risk assessments; to review approaches
for characterizing sublethal, indirect, and cumulative effects; to assess the scientific information
available for estimating effects of mixtures and inert ingredients; and to consider the use of
uncertainty factors to account for gaps in data.

10.  The NAS Report concluded that “What is needed is a common, scientifically
credible Approach that is acceptable to EPA and the Services.” NAS Reportat4. It
recommended a joint, nationwide approach, discussed the handling of models, data, and
uncertainties associated with exposure analysis, considered various issues such as sublethal,
indirect, and cumulative effects; modeling population-level effects; the effects of chemical
mixtures; and incorporating uncertainties into the effects analysis.

11. The NAS recommended that the agencies work in a closely coordinated,

collaborative fashion in order to develop and implement “a single, unified approach for
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evaluating risks to listed species posed by pesticide exposure under FIFRA and the ESA.” NAS
Report at 33. The agencies would need to work in tandem during a three-step process. In the first
step, EPA determines whether a pesticide “may affect” any listed species; in the second step,
EPA determines whether it is “likely to adversely affect” a listed species, and in Step 3, the
Services determine whether the chemical is likely to jeopardize listed species. Crucially, NAS
found that “[1]f the Services can build on the EPA assessment conducted for Steps 1 and 2 rather
than conducting a completely new analysis for Step 3, the [risk analysis] will likely be more
effective and scientifically credible.” NAS Report at 4. Thus, the NAS concluded that
implementation of the recommended approach would require close “communication and
coordination throughout the process” to “understand and reconcile the differences between how
EPA assesses risk to listed species from pesticide use and how the Services reach jeopardy
decisions.” NAS Report at 22. Such coordination would allow at every step for “EPA’s expertise
in pesticides to be effectively combined with the Services’ expertise in life histories of listed
species and in abiotic and biotic stressors of the species.” NAS Report at 27.

12. In order to implement the recommendations of the NAS Report, the agencies have
engaged in extensive discussions and workshops aimed at developing shared methodologies.
This process included five inter-agency workshops (in August 2013, May 2014, November 2014,
January 2016, and September 2016) to address the NAS recommendations and develop the
technical analyses for the EPA Biological Evaluations. The agencies also hosted a stakeholder
workshop on June 29-30 with representatives of affected industry and grower groups,
consultants, conservation and other non-governmental organizations, the Agencies and USDA.
More information on the scientific, technical, and consultation process issues that the agencies

have been addressing is available in the agencies’ joint Final Report to Congress: Endangered
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Species Act Implementation in Pesticide Evaluation Programs, December 2016 (2016 Report to
Congress).

13. The Agencies worked to align existing settlements and lawsuits so that they could
focus on national-level consultations for all ESA-listed species, rather than focus on single
species, or a small subset of species in smaller geographical areas that were the initial focus of
the ESA-related litigation. Based on recent settlement agreements as part of ongoing litigation
against EPA, NMFS, and USFWS, the Agencies agreed to coordinate completion of nationwide
consultations for nine pesticides: carbaryl, chlorpyrifos, diazinon, malathion, methomyl,
glyphosate, atrazine, propazine and simazine. The dates provided for completion of consultation
in those settlements are December 2017 for chlorpyrifos, diazinon, and malathion, December,
2018 for carbaryl and methomyl, and December 2022 for glyphosate, atrazine, simazine and
propazine.

14. In 2013, the agencies issued an “Interim Approaches” proposal, under which an
assessment and consultation methodology would be applied to a set of pilot nationwide
consultations. This proposal was termed “interim” because it would be tested on a selected group
of chemicals as a pilot, and from that experience, the agencies would gain experience and
information that would allow them to revisit and refine the methods as they went forward to
perform consultations on other chemicals. See “Interim Approaches for National-Level Pesticide
Endangered Species Act Assessments Based on the Recommendations of the National Academy
of Sciences April 2013 Report,” available at https://www.epa.gov/endangered-species/interim-
approaches-pesticide-endangered-species-act-assessments-based-nas-report.

15. The overarching goal of the Interim Approach was to “collaboratively develop a

streamlined consultation process that meets the needs of the FIFRA/ESA workload and
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integrates seamlessly [EPA’s Steps 1 and 2] into [the Services] Step 3.” Interim Approach at 9.
The Interim Approach would be “based on shared assumptions, data, analytical processes and
models, [and] will be applied collaboratively as part of EPA’s Registration Review program
beginning in 2014.” Interim Approaches at 1. The agencies would “[d]evelop a common
approach to weight of evidence analyses, using qualitative information for making the
NLAA/LAA (and jeopardy) decisions.” Interim Approaches at 10.

16. The ESA and its regulations do not require any public comment process in the
development of biological opinions. However, the agencies recognized that the pilot consultation
process should not only be collaborative and coordinated, but should also strive for transparency
and make extensive use of information provided by stakeholders, the public, applicants, and
other affected parties. On March 19, 2013, the agencies issued a joint document entitled
“Enhancing Stakeholder Input to the Pesticide Registration Review and ESA Consultation
Processes and Development of Economically and Technologically Feasible Reasonable and
Prudent Alternatives” (EPA Docket ID Number EPA-HQ-OPP-2012-0442) (Stakeholder
Proposal). The Stakeholder Proposal noted that “Because stakeholders, including state
governments, universities, and growers/users, have significant amounts of relevant information
and are the ultimate implementers of pesticide labels in the field, it is critical that they have a
seat at the table during the development of any needed risk reduction measures to ensure that
such measures are technologically and economically feasible.” Stakeholder Proposal at 2. The
Stakeholder Proposal outlined the following process for receiving comment on the draft
biological opinions:

Prior to formally transmitting the draft biological opinion to EPA, the Service

would provide EPA and the applicant with an opportunity to identify any

perceived errors in the description of the proposed action and the effects analysis
(e.g., use rates, registered uses, scope of the proposed action). Subsequent to any

8
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errors being corrected, the Service will provide EP A with the draft biological
opinion for the purpose of analyzing the reasonable and prudent alternatives. EPA
will make this draft Biological Opinion available for public comment. All
comments will be submitted to EPA, although the applicant may send a copy of
its comments directly to the Service. EPA will organize all of the public
comments to aid the Service in their review of the comments and will highlight
comments of particular note. EPA will provide the Services with all of the
comments that are submitted in response to the draft Biological Opinion.

It is anticipated that comments would focus on the analyses leading to the
conclusions in the opinion, the conclusions themselves, and the reasonableness
and practicality of any Reasonable and Prudent Alternatives in the draft biological
opinion. This would provide another opportunity for the public to provide
invaluable input on the RPAs as well as to provide/suggest/propose alternate risk
reduction measures that accomplish the same protection goals that are easier/less
costly for the grower/user community to implement.

During this public comment period, EPA and the Services would specifically
reach out to growers to engage in what technologically and economically feasible
approaches could be implemented that minimize the impact on growers and allow
them to meet their pest control needs while achieving the necessary protection
goals to avoid jeopardy to threatened and/or endangered species. In particular, this
process should offer affected stakeholders an opportunity to provide real world
data and to identify practical considerations that affect the viability of different
options for mitigating risks to species. EPA will provide a key role by focusing
affected entities on the availability of the draft document and timeframes for
submission of input.

Upon receipt of the organized public comments from EPA, the Services will
prepare a document and include it in the administration record of the consultation
that details how such comments were considered and, if appropriate, how the final
document was modified to address the comments. The public comments could be
on the draft Biological Opinion, Reasonable and Prudent Alternatives, or
Incidental Take Statement (including any comments or concerns raised by EPA
that were not identified by the public). The Services will include this document in
its administrative record and will provide it to EPA. Both the Services and EPA
will make the document available to the public upon request.

17. As reflected in the Settlement Agreement, the agencies agreed that the first ESA
consultations to implement the NAS recommendations, the Interim Approaches, and the
Stakeholder Proposal, would be on the three organophosphates. The Settlement Agreement noted

that “the OP biological opinion that NMFS will develop on remand should be based on new
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biological evaluations that incorporate the recommendations of the NAS Report and should
address impacts to all of the ESA-listed species under NMFS’s jurisdiction.” Settlement
Agreement at 5. The agencies would “be working together on developing and testing new
methodologies and a common approach.” Settlement Agreement at 5. It noted that “these
biological evaluations will be the first ever to address all NMFS species, and for some of
NMFS’s species there is far less data, information and research available than there 1s for
salmonids.” Settlement Agreement at 5.

18.  Under ESA Section 7, the process of formal consultation begins when the action
agency provides FWS and/or NMFS (the Services) with its evaluation of the effects of its action
on ESA-listed threatened and endangered species and their designated critical habitats. For those
species and habitats for which EPA concludes its action may affect, but is not likely to adversely
affect, NMFS will then consider whether it can concur in that determination, which ends the
consultation process for those species or habitats. For those species or habitats where EPA
concludes its action is likely to adversely affect, NMFS must then prepare a biological opinion.

19. The target date in the Settlement Agreement of December 31, 2017 for
completion of the organophosphates biological opinions was based on a schedule developed by
the agencies under which EPA would publish draft biological evaluations out for public
comment, and subsequently issue final biological evaluations to NMFS and FWS on the
organophosphates by March 2016. It was on this basis that NMFS estimated completion of its
biological opinion on the organophosphates by December 31, 2017, the date contained in the
Settlement Agreement.

20.  EPA issued draft biological evaluations for public comment on March 31, 2016,

and issued a response to public comments in January 2017. See EPA, Response to Comments on
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the Draft Biological Evaluations for Chlorpyrifos, Diazinon, and Malathion, Jan. 17, 2016,
available at https://www3 epa.gov/pesticides/nas/final/response-to-comments.pdf (EPA
Comments Response).

21. In June 2016, EPA and the Services held a two-day meeting that provided a forum
for stakeholder suggestions for refining the interim methods used in the draft biological
evaluations.

22.  EPA received 78,000 comments on the draft biological evaluations, and identified
120 substantive comments meriting detailed review. EPA Comments Response at 2. EPA noted
that “[t]he Agencies intend to refine the interim methods used in the first three pilot BEs based
on a phased and iterative approach,” and identified revised modeling approaches and other
changes reflected in the final biological evaluations. EPA Comments Response at 2. EPA noted a
number of significant issues and recommendations that had been raised that could not be fully
addressed in the final biological evaluations. EPA indicated that these issues would “require
further development in collaboration with the Services.” EPA Comments Response at 2. These
included recommendations for:

[A] substantial reduction in the size and complexity of the assessments; a move

toward more probabilistic approaches; refinements in geospatial data used to

define species ranges and potential use sites; the utilization of watershed-level

aquatic exposure models; improved methods for estimating exposures in riverine

and estuarine/marine habitats; improved characterization and consideration of

magnitude of effects; and a consideration in the timing and duration of potential

pesticide exposures (e.g., linking exposure with life-history variables).

Additionally, we are exploring ways to use species-specific toxicity data earlier in

the first step of the [biological evaluation] process to refine, but still maintain, a

protective screening process. We aim to streamline the process to a point where it

is protective of species, timely for FIFRA registration review decisions, feasible
within the agencies’ resource constraints, and transparent to the public.

EPA Comments Response at 2.

11
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23. The process of drafting the biological evaluations, completing a public comment
process on them, and the inter-agency process where NMFS and EPA considered the public
comments, has taken longer than anticipated. This was due in part to the volume of comments
received, the number and complexity of the scientific and methodological issues presented, and
different viewpoints among the agencies as to how to address them. Under the Interim
Approaches, EPA and the Services have engaged in a significant degree of interchange and
collaboration to refine the biological evaluations. The agencies have also gone to great lengths to
obtain and respond to input from stakeholders as the methods are developed.

24.  EPA issued final biological evaluations, thus initiating formal consultation with
the Services, on January 17, 2017. This was nine months later than anticipated in the schedule
that formed the basis for the Settlement Agreement’s December 31, 2017 biological opinion
deadline.

25.  EPA’sbiological evaluations concluded that, with respect to species and critical
habitats under NMFS’s jurisdiction, its registration of the three organophosphates would
adversely affect 77 listed species and 47 designated critical habitats. This includes species from a
variety of regions of the United States, including turtles, salmonids, plants, sturgeon, marine fish,
coral, and marine mammals. EPA also requested NMFS’s concurrence with the conclusion in its
biological evaluations that its action was not likely adversely affect an additional 19 listed
species and three designated critical habitats under NMFS jurisdiction. EPA also initiated formal
consultation at this time with FWS.

26.  In April-May 2017, NMFS provided EPA with preliminary drafts of portions of
its analysis for its biological opinion. On Junel6, 2017, EPA provided extensive comments in

response, raising numerous issues and questions about NMFS’s methodologies, data, and
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assumptions. The comments exceeded NMFS’s expectations as to the number and complexity of
the issues that the agencies would need to address in working toward a coordinated, collaborative
approach to the consultations.

27. As noted already, the scope and complexity of these nationwide pesticide
consultations raises numerous challenges. The agencies noted in their December 2016 Report to
Congress that “the interim scientific methods used to develop the Biological Evaluations
including the involvement and integration of stakeholder concerns have strained existing
resources of the Agencies.” 2016 Report to Congress at 13-14. That Report noted that “[t]he
Agencies have a finite number of staff to conduct this work and at the same time meet litigation
mandated deadlines based on existing ESA-related settlement agreements.” /d. Additionally, it
noted that EPA has been sued for failure to meet its ESA obligations on new chemical
registrations, potentially resulting in further resource constraints. /d.

28. Significant progress has been made on addressing many challenging issues.
Among the accomplishments to date:

. Agency agreement on geospatial data to define pesticide use areas for agricultural

and non-agricultural use patterns.

. Guidance on the construction and use of species sensitivity distributions to derive

acute toxicity thresholds.

. Discussing methods for qualitative analysis of mixtures, inert ingredients, and
surfactants.
. Agency agreement on aquatic habitat categories (“bins”) for predicting

regionally-specific aquatic exposure concentrations for each bin based on existing EPA

13
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models, and assignment of all aquatic ESA-listed species including different life stages

(e.g., juvenile vs. adult) to the appropriate bins.

. Agency agreement on the review of all registrant-submitted and open literature

data for the three pilot chemicals (chlorpyrifos, malathion, and diazinon) including

associated thresholds for each line of evidence and taxonomic group and associated data
arrays for the three pilot chemicals.

. Agency compilation and agreement on life history data (e.g., diet, body weight,

habitat, etc.) for all ESA-listed species including identification of model input parameters

based on this information.

. Development of tools to advance and automate the estimation of pesticide

exposures and effects for ESA-listed species for EPA’s nationwide assessments.
Report to Congress at 22-23.

29. The process of issuing the NMFS draft biological opinion for public comment has
also been delayed due to the change in administration in January 2017, and the time necessary
for new agency leadership to be appointed by the administration and confirmed by the Senate.
There has been an accompanying need to brief new leadership on these very complex analyses
and processes. In addition, because this inter-agency consultation process is uniquely and
unprecedentedly collaborative and coordinated, the changes in leadership at one agency affect
the schedules of other agencies. So as a result, changes in leadership at EPA, FWS and the
Department of the Interior have also affected NMFS’s timeline because NMFS is not acting
alone or unilaterally, but continually striving to coordinate and remain in step with the other

agencies.
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30. In recent discussions with NMFS, FWS has indicated that they will need
additional time beyond December 31 to complete its biological opinions, due in large part to the
need to complete a robust public process as called for in the Stakeholder Proposal. Moreover, the
agencies agree that the joint public process called for in the Stakeholder Proposal will likely take
longer than originally anticipated. It has always been agreed that under this coordinated agency
process, FWS and NMFS would issue their biological opinions at the same time, informed by the
same inter-agency and public processes.

31.  During the course of the inter-agency process, the other agencies indicated to
NMEFS an interest in reassessing methodologies and evaluating new methodologies. As a result,
the requested alterations to the schedule in the Settlement Agreement include a period of time for
the agencies to consider these issues.

32. During the past month, staff from EPA, FWS, and NMFS have also been
discussing timelines for providing sufficient time for NMFS and FWS to complete the desired
public and stakeholder processes that would follow issuance to the public of draft biological
opinions. Based on these discussions, the agencies anticipate that the public and stakeholder
process would take an additional 18 months after the issuance by the Services of draft biological
opinions. This 18-month period would include an opportunity for inter-agency discussions to
clarify the draft biological opinion, and then a stakeholder and public input process. In the latter
process, EPA would post draft biological opinions on EPA’s public docket for public comment;
organizing the comments, identifying key comments; and submit the comments to the Services.
The Services would prepare a document responding to the comments; and the Services would
then finalize the biological opinions, taking into account the information gained from these steps

as appropriate. As part of the public process, EPA and the Services would seek input from
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growers and other stakeholders regarding technologically and economically feasible approaches
that can be implemented that minimize the impact on growers and allow them to meet their pest
control needs while achieving the necessary protection goals to avoid jeopardy to threatened
and/or endangered species.

33. The schedule for the process described above is somewhat longer than was
originally anticipated when developing the schedules that formed the basis for the December 31,
2017 deadline reflected in the Settlement Agreement. For example, the number of issues raised
by EPA regarding the preliminary draft sections of portions of the NMFS biological opinion
analysis that EPA raised in June 2017 exceeded NMFS’s expectations. Moreover, FWS has
indicated it will require more public and stakeholder input than originally expected, and expects
to work further with EPA on refining some of the data on which the risk assessments are based.
The volume and substantiality of the comments received in the public comment process on
EPA’s biological evaluations was also greater than anticipated, and raised issues that the
agencies hope to further address with the benefit of this public and stakeholder input.

34. We anticipate that FWS would follow a similar schedule to that proposed herein
by NMFS, as the agencies intend to continue to move forward with a collaborative, coordinated
process, as recommended by the NAS, and as further spelled out in the Interim Approaches and
the Stakeholder Proposal.

35.  For the above reasons, NMFS is proposing the following schedule. First, NMFS
will issue to EPA a draft organophosphates biological opinion within six months from the
issuance of the Court’s order on this motion. During that time, the agencies would as necessary
have the opportunity to continue to discuss and resolve issues raised by the other agencies

regarding the methodologies underlying the consultation. Upon EPA’s receipt of the draft
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biological opinion, the agencies may have discussions to clarify the draft biological opinion and
then would commence the stakeholder and public input process outlined above in paragraph 16.
There 1s significant stakeholder interest in this process, as demonstrated by the 78,000 comments
on EPA’s draft biological evaluations and the analyses are extremely complex and technical.
Given the level of interest and complexity of the issues, we cannot provide precise time estimates|
for the various processes identified in paragraph 16, but we estimate that NMFS and EPA will be
able to conclude this process in sufficient time to allow NMFS to issue its final biological
opinion by December 31, 2019. NMFS’s biological opinion must be based on the administrative
record before the agency, and if information is modified or augmented by EPA, NMFS must take

those changes into account.

17
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1 declare under penalty of perjury under the laws of the United States of America that the

foregoing 1s true and correct. Executed this ninth day of November 2017.
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Samuel D, Rauch, I
Deputy Assistant Administrator for Regulatory Programs
National Marine Fisheries Service

DECLARATION OF SAMUEL D. RAUCH, I CASE NO. 07-¢cv-1791-R5L

ED_002144_00005681-00018




Mol )

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28

Case 2:07-cv-01791-RSL Document 51-3 Filed 11/09/17 Page 1 of 8

UNITED STATES DISTRICT COURT FOR THE
WESTERN DISTRICT OF WASHINGTON

NORTHWEST CENTER FOR )
ALTERNATIVES TO PESTICIDES, efal. ) CASE NO. 07-1791-RSL
)
Plaintiffs, )
)
v. ) DECLARATION OF MARIETTA
) ECHEVERRIA
)
NATIONAL MARINE FISHERIES )
SERVICE, )
)
Federal Defendant. )
)
I, Marietta Echeverria, state the following:
1. I declare that the following statements are true and correct to the best of my

knowledge and belief and are based on either my personal knowledge, my review of information
contained in the records provided to this Court or evaluations of such records supplied by current
U.S. Environmental Protection Agency (“EPA” or the “Agency”) employees.

2. I am the Director of the Environmental Fate and Effects Division (“EFED”) in
EPA’s Office of Pesticide Programs (“OPP”). I have worked for EPA for 15 years. I have
served in various positions within EPA, including Physical Scientist, Team Leader, and Branch
Chief in EFED; and Senior Advisor and Branch Chief in the Registration Division (“RD”). 1
have been the Director of EFED since November 2016.

3. EFED is the division assigned with the responsibility for assessing the ecological
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risk and environmental fate of both new and existing conventional pesticides under the Federal
Insecticide, Fungicide and Rodenticide Act (“FIFRA”). Part of this responsibility includes
evaluating effects to species listed as threatened or endangered (“listed species”) under the
Endangered Species Act (“ESA”) and preparing the biological evaluations that EPA provides to
the National Marine Fisheries Service (“NMFS”) and the Unites States Fish and Wildlife Service
(“FWS”) (collectively “Services”) when 1t consults with the Services on pesticide actions that
“may affect” listed species or their designated critical habitat. EPA’s consultation obligations
under the ESA involve extremely complex scientific assessments because rather than addressing
effects of a discrete project at a specific location, EPA’s pesticide registration actions effectively
address the entire United States and therefore involve the potential for effects to hundreds of
listed species in numerous and varying aquatic and terrestrial habitats.

4. Pursuant to a stipulation and order entered by this Court on May 21, 2014 (“the
May 2014 Order”), and a parallel stipulation in Center for Biological Diversity v. United States
Fish and Wildlife Service, No. 3:11-cv-5108-JSW (N.D. Cal., July 28, 2014) (Exhibit 1), the
Services agreed to complete nationwide consultations on FIFRA pesticide registrations for the
insecticides chlorpyrifos, diazinon and malathion by December 31, 2017.! These consultations
represent the initial set of nationwide consultations being conducted in furtherance of the April
30, 2013 National Academy of Sciences (NAS) recommendations to EPA and the Services for
conducting consultations on pesticide registration actions. And, in fact, they represent the first
set of nationwide consultations ever conducted between EPA and the Services on FIFRA

pesticide registrations. Prior to these consultations, the only consultations on FIFRA actions

! The settlement agreement in Center for Biological Diversity v. United States Fish and Wildlife
Service, No. 3:11-cv-5108-JSW (N.D. Cal.) provides, in the alternative, for negotiations
concerning potential regional consultations to the extent FWS does not issue a nationwide
biological opinion before December 31, 2017.
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completed between EPA and the Services had addressed a subset of the EPA’s registration action
at issue, or a subset of the species that could potentially be affected by EPA’s registration action.
Given EPA’s obligation to complete the reevaluation of all existing pesticides (which includes
all approved uses of such pesticides) under the registration review provisions of section 3(g) of
FIFRA, EPA and the Services recognized the need for ESA consultations addressing all use of
these pesticides across the country. Addressing this obligation would be unlike any other
pesticide consultations EPA and the Services had previously conducted. In light of the complex
and novel nature of the undertaking, the agreed upon December 2017 deadline for completing
our consultations has proven challenging.

5. While the May 2014 Order does not specifically address EPA’s and NMFS’
internal time lines for completing the steps necessary to issue the biological opinions by
December 2017, these steps were laid out by EPA and the Services in connection with the
stipulation in the Center for Biological Diversity identified in above in paragraph 4. EPA and
the Services provided the parties in that matter with EPA’s and the Services’ tentative milestones
(the “Milestone document”) (See Exhibit 2) for completing the consultation process, including
EPA’s planned dates for submitting its biological evaluations to the Services to commence
consultation, as well as the Services’ dates for developing draft biological opinions for public
comment and for 1ssuing final biological opinions.

6. In the Milestone document, EPA estimated that it would submit its biological
evaluations for chlorpyrifos, diazinon and malathion to initiate consultation to FWS and NMFS
by March 2016. While EPA understood when it started developing the biological evaluations
that they would be of greater scope and complexity than any such documents that EPA/OPP had

previously developed, the nature and extent of the undertaking, including the extent of public
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comments, greatly exceeded EPA’s expectations. The biological evaluations for the three
insecticides address the potential effects of over 100 discrete uses on the over 1800 listed
threatened and endangered species nationwide (including effects to any designated critical
habitat for such species) and over 10,000 pages each. When EPA issued its draft biological
evaluations for comments in April, 2016, EPA received comments from over 70,000 individuals
(which included pesticide registrants, growers, food processors, environmental organizations,
academics, various governmental entities as well as unaffiliated members of the public). While
most of the comments were form letters, approximately 120 raised detailed scientific points
requiring significant EFED review. EPA’s final biological evaluations for chlorpyrifos, diazinon

and malathion are available at https://www_epa.gov/endangered-species/implementing-nas-

report-recommendations-ecological -risk-assessment-endangered-and.

7. As aresult of the magnitude of the undertaking and the comments received,
EPA’s final biological evaluations were not issued until January 2017, approximately 9 months
beyond the date EPA and the Services had previously estimated in the Milestone document,
giving the Services significantly less time than previously estimated for the completion of their
biological opinions that are to be based on the EPA biological evaluations.

8. As provided in the Milestone document, EPA and the Services anticipate
releasing draft biological opinions for the public in advance of developing any final biological
opinions. While the ESA and the Services’ consultation regulations do not require the Services
to issue draft biological opinions for public comment, given the broad extent of public interest in
the evaluation and licensing of pesticides for use across the country, Congress, EPA and the
Services have all agreed that meaningful public participation is a critical part of the consultation

process on pesticide actions under FIFRA. Specifically, Section 10013 of the Agricultural Act
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of 2014 (P.L. 113-79) directed EPA, the Services and USDA to, among other things, develop a
report to inform Congress of specific actions that have been and will be taken to “ensure public
participation and transparency in the development of reasonable and prudent alternatives and
reasonable and prudent measures.” Because reasonable and prudent alternatives and reasonable
and prudent measures can be among the most critical elements of a biological opinion, it is clear
that Congress anticipated that EPA and the Services would provide opportunities for public
involvement.

9. EPA and the Services have addressed that Congressional directive by
developing a “stakeholder” process that specifically calls for EPA to receive public comments on
draft Service biological opinions and to allow the Services to address those comments before
completing any final biological opinions addressing pesticide registration actions under FIFRA.
In a document entitled Enhancing Stakeholder Input in the Pesticide Registration Review and
ESA Consultation Processes and Development of Economically and Technologically Feasible
Reasonable and Prudent Alternatives (available at

https://www regulations. gov/document? D=EPA-HQ-OPP-2012-0442-0038), EPA explained

that,

[tThe Services will provide EPA with the draft biological opinion for their
review. EPA will make the draft biological opinion available for public comment.
The public comment period provides another opportunity for stakeholders to
provide valuable input on [Reasonable and Prudent Alternatives, Reasonable and
Prudent Measures], and terms and conditions, as well as to
provide/suggest/propose alternate risk reduction measures that accomplish the
same protection goals but may be easier/less costly for the grower/user
community to implement. All comments will be submitted to EPA, although the
applicant may send a copy of its comments directly to the Service. EPA will
organize the comments and highlight those of particular note and provide them to
the Services.

During the public comment period, EPA and the Services, supported by
USDA, will solicit input from growers and other stakeholders on any

5
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technologically and economically feasible approaches that minimize the impact

on growers and that allow them to meet their pest control needs while achieving

the necessary protection goals to avoid jeopardy to threatened and/or endangered

species. In particular, this process should offer stakeholders an opportunity to

provide data and to identify practical considerations that affect the viability of

different options for mitigating risks to species. EPA will provide a key role by

focusing affected entities on the availability of the draft biological opinion and

timeframes for submission of input.

Upon receipt of the organized public comments from EPA, each Service will

prepare a document for their respective opinions, where applicable, and include it

in the administrative record that addresses how comments were considered and, if

appropriate, how the final document was modified to address the comments. Each

Service will include this document in their respective administrative records and

will provide it to EPA. Both the Services and EPA will make the document

available to the public upon request.

10.  Given this document and the direction from Congress clearly indicating that the
agencies should ensure that opportunities exist for public input on the measures the Services may
put forth in biological opinions addressing pesticide registration actions, EPA believes that
NMEFS should have the time necessary to provide EPA with a draft biological opinion in order to
allow EPA to publish the draft opinion for public comment and for NMFS to carefully consider
the comments it receives.

11.  EPA believes, however, that the agencies will reasonably need an additional year
before EPA publishes the draft NMFS biological opinion for public comment. This time frame
is necessitated both by the extended amount of time that was needed to finalize the biological
evaluations and send them to NMFS, as outlined above in paragraphs five through seven, and to
address issues with respect to the agencies’ assessment methodologies raised during interagency
discussions and by stakeholders during the public comment period. It is important to reiterate
that the biological opinions on chlorpyrifos, diazinon and malathion represent the first

nationwide consultations on pesticide registrations that EPA and the Services have ever

undertaken and are also the first opinions being completed pursuant to methodologies
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implementing the 2013 NAS report recommendations. These consultations were intended to be
pilot consultations that would actually result in the development and refinement of the
methodologies through an iterative process. Given where the agencies are in the consultation
process, EPA expects the additional year would be divided into an initial six months for NMFS
to provide a draft of its opinion to EPA and an additional six months for EPA to provide
feedback to NMFS, and for NMFS to consider EPA’s feedback and complete a draft for EPA to
publish for comment.

12.  With respect to EPA’s part of the public comment process, once NMFS provides
EPA with its draft biological opinion for public comment, EPA would then take steps to post the
document(s) on its website and receive comment through the Regulations.gov website. After the
close of the comment period, EPA would then compile the comments received, highlight
significant comments, and provide them to the Services. EPA estimates that its role in this
process would take approximately 180-240 days to complete, which includes development and
posting of web materials informing the public that the comment period is open, a 60-day public
comment period (which may be extended if EPA determines that an extension request is justified
in light of the length and/or complexity of the biological opinion). This timeframe is also
intended to accommodate time for EPA to develop its response to NMFS if EPA concludes that
the draft biological opinion does not adequately address any issues raised by EPA earlier in the
consultation process.

Pursuant to 28 U.S.C. Section 1746, I declare under penalty of perjury that to the best of

my knowledge the foregoing is true and correct. Executed on this 8th day of November, 2017.

ED_002144_00005682-00007
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Marietta Echeverria
Director of the Environmental Fate and Effects Dj vision
Environmental Protection Agency

CASE NO. 07-cv-1791-RSL
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Message

From:
Sent:
To:

Subject:
Attachments:

Greetings,

Noguchi, George [george _noguchi@fws.gov]

2/23/2018 10:47:47 PM

Shultz, Gina [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=userd6a2f351]; Craig Aubrey [craig_aubrey@fws.gov]; Echeverria, Marietta
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=36c¢56b7169144626bd6aadea25992d4e-Marietta Echeverrial; Pease, Anita
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dbbef4b4951144499885d4cdf88d46d0-Anita Pease]; Anderson, Brian
[fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce7d6e5ad2e94b3f8f5ac4d839a6¢268-Brian Anderson]; Perry, Tracy
[fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ffd9b082a6484fe8a70cade93a68466¢-Tracy L Perry]; Villanueva, Philip
[fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=93adaf07438a402faa959bb6d04e7d86-Villanueva, Phillip];
cathy.tortorici@noaa.gov [/o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF235PDLT)/cn=Recipients/cn=1bdaaffOc14a4264abc82f1468af694d-cathy.tortorici@noaa.gov]; Kunickis,
Sheryl - OSEC [Sheryl.kunickis@osec.usda.gov]; Corbin, Mark [/o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF235PDLT)/cn=Recipients/cn=1db182663b134e46h3fec580f8e0b5f2-Mark Corbin]; Ashley Stilson
[ashley stilson@fws.gov]

Updated Agenda for the Pesticide usage meeting

Pesticide Usage Meeting Agenda 2 21 2018 final ll.docx

I've attached an updated agenda for Mondays pesticide usage meeting.

See you next week,

George

George Noguchi, Ph.D.

Environmental Contaminants Specialist
US Fish and Wildlife Service
Ecological Services Program

MS: ES

5275 Leesburg Pike
Falls Church, VA 22041-3803

(Phone) 703-358-1857
(Fax) 703-358-1800

ED_002144_00005683-00001



Message

From: Ashfield, Patrice [patrice_ashfield@fws.gov]
Sent: 2/22/2018 9:27:48 PM
To: Ashley Stilson [ashley_stilson@fws.gov]; Aubrey, Craig [craig_aubrey@fws.gov]; Anderson, Brian

[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF235PDLT)/cn=Recipients/cn=ce7d6e5ad2e94b3f8f5ac4d839a6¢c268-Brian Anderson];
cathy.tortorici@noaa.gov [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bdaaff0c14a4264abc82f1468af694d-cathy.tortorici@noaa.gov]; Sims, Diann
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7ca5706c9da345¢5af43f0899cf3a8df-Diann Sims]; Shultz, Gina
[/o=Exchangelabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userd6a2f351];
Guilaran, Yu-Ting [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a698774e93e34a2b9181d4b3032b8a32-ytguilar]; Echeverria, Marietta
[fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=36¢56b7169144626bd6aadea25992d4e-Marietta Echeverrial; Villanueva,
Philip [fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF235PDLT)/cn=Recipients/cn=93adaf07438a402faa959bb6d04e7d86-Villanueva, Phillip]; Sheryl Kunickis
[Sheryl.Kunickis@osec.usda.gov]; Perry, Tracy [/o=ExchangeLabs/ou=Exchange Administrative Group
(FYDIBOHF235PDLT)/cn=Recipients/cn=ffd9b082a6484fe8a70cade93a68466¢-Tracy L Perry]

Subject: Final Agenda, Parking and Shuttle Information

Attachments: Directions_USFWS_Headquarters and parking {1).pdf; HQ VisitorinfoPacket Pesticides Use & Usage Meeting 2018-
02-26.docx; SkylineShuttleBallstonPickup with added info 20180222.pptx; MIB to Skyline Shuttle Schedule.docx;
Pesticide Usage Meeting Agenda 2 21 2018 final .docx

Dear All-
Pls forward to your folks. This information will also be attached to our calendar invite. Remember to check in
with the guards for a visitor badge.

Thanks. See you Monday!

Patrice M. Ashfleld

Branch Chief for National Pesticide Consultations
Headquarters, Fish and Wildiife Service

5275 Leesburg Pike, MSIES

Falls Church, VA 22041

{703) 358-2478 office

ED_002144_00005687-00001



Directions to USFWS Headquarters
Skyline Technology Center
5275 Leesburg Pike, Falls Church, VA 22041-3803

From 1-395 (N or S)

Take 395 (Henry G. Shirley Memorial Hwy) to Exit 5 (VA-7 W/King St) in
Virginia.

Take exit 5 (VA-7 W/King St) from 395

Continue on VA-7 W/King St for about 1.6 miles until you cross over S. George
Mason Drive.

After crossing S. George Mason Drive, you will see a Target on your left.
Skyline Technology Center is on the left, right after the Target, and can be
accessed from the next two lights.

From Tyson’s Corner

Take exit #50A-B/US-50/US-29/Arlington Blvd/Lee Hwy/Fairfax/Arlington onto
Arlington Blvd (US-50 E)

Bear right toward VA-338/Falls Church/VA-7/Alexandria

Continue on Arlington Blvd

Bear right onto Leesburg Pike (VA-7 E) toward Alexandria

Your destination on Leesburg Pike (VA-7 E) is on the right.

Visitor / Daily Parking: Visitor / daily parking is located in the surface parking lots

behind 5205-5203-5201 Leesburg Pike or in front of 5111-5109 Leesburg Pike. The
cost is S5 for the first hour and $10 for the first two hours. After two hours, the
cost is the daily maximum of $20.

ED_002144_00005688-00001
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Use and Usage Pesticides Meeting
Visitor Information
February 2018

U.S. Fish and Wildlife (FWS, Service) Headquarters building is located at 5275 Leesburg Pike, Falls Church, VA 22041. The
Headquarters building can be accessed from two major roads (Leesburg Pike / Route 7 and S. George Mason Drive).
Visitor parking is next to HQ and costs $20 per day. HQ is also accessible by public transportation and shuttle. A free
shuttle service runs from Ballston, close to our previous Arlington Square location.

e
E

Directions to Visitor Parking

From Leesburg Pike:
e Turn south onto S. Jefferson Street and go UP the middle ramp (the 5275 building will be straight ahead).
e Turn left in front of the Subway restaurant and follow the signs to visitor parking.
e Turnright into visitor parking lot.

From S. George Mason Drive:

e Turn north at the light where there’s a sign by the side of the road that says Skyline Office Complex and Visitor
Parking. If you're coming south on George Mason, it’s a right at the second light after crossing Leesburg Pike. If
you’re coming north from Seminary Road, it’s a left at the first light.

e Go UP the ramp and then turn left into the visitor parking lot.

Visitor / Daily Parking is located in the surface parking lots behind 5205-5203-5201 Leesburg Pike or in front of 5111-
5109 Leesburg Pike. The cost is $5 for the first hour and $10 for the first two hours. After two hours, the cost is the daily
maximum of $20.

ED_002144_00005689-00001



Entering the Building
Visitors must be screened prior to accessing FWS Headquarters space and escorted to the conference room.

a. Please arrive at least 10 minutes early.

b. Visitors must check in with the guard stationed at the front desk in the building lobby and complete required x-
ray and / or magnetometer screening. A Fish and Wildlife Service employee will be on standby to escort guests
to the conference room.

c. If any visitor is legally armed as part of his / her official position (i.e., OLE personnel), the visitor must clearly
indicate this to the FPS guards upon check in. Please notify the event organizers in advance if this is the case
{provide your name and reason for bringing firearm into the building) so they can notify the guards.

ED_002144_00005689-00002
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U.S. Fish and Wildlife Headquarters
“Neighborhood” Amenities Map

mrent of these estebiishroents

This listing does not mply o advertisement or endors

LS. Fish and Wildlife Headquarters

Restaurants
Services
Shopping
Neighborhood amenities listed gs "off map” on the following pages are further north on Leeshurg Pike

Lesk Updated 771572014
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U.S. Fish and Wildlife Headqguarters
Local Restaurants

This Bstirig does nat imply an advertisement or endorsement of these establishments

Fresh Chop Chop Café

Subway {The Subway in location "BY has closed)
 The Perfect Pita

Quiznos

Einsteln Bros Bagels

Starbucks

Cil's Pizza

Great American Steak & Buffet
Kahob

Bamboo Buffet

Dairy Dueen

Pho Golden Star

Edy's Chicken & Steak Restawrant

Last Updated 7/315/2014

Olive Garden and next door is Long Horn Steakhouse

Chill's Grill & Bar

Vocelli Pizzs

New Restaurants in Skyline 7 Buildin
- Paneras
- Buffalo Wildwings
- District Taco

City Diner

Panera

Qidoha

The Chicken Place

Athens Restaurant

Baraain Bestaurant

** Off Map

F Gff Mop

o
Fer
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U.S. Fish and Wildlife Headqguarters
Local Services

This Bstirig does nat imply an advertisement or endorsement of these establishments

“ Capital Dne Bank
Fedix
VS Pharmacy

Verizon Wireless

f

Bailey’s Cleaners

NG Bardk

Last Updated 7/315/2014
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Local Shopping

U.S. Fish and Wildlife Headqguarters

This Bstirig does nat imply an advertisement or endorsement of these establishments

Targst

Horme Goods

World Market

Office Depot
Burlington Coat Factory
Giant Supermarket

Party Depot

Last Updated 7/315/2014

Designer Shoe Warshouse

Babies R Us

Toys 'R Us

Tuesday Morning
Party City

Best Buy

Trader foe's

Bed, Rath, & Beyond
Ross Dress for Less
Marshalls

Dick’s Sporting Goods

*5 Off Map
** Off Map
O Moap
=% Off Muap
** Off Muap

** Off Mop
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VYisitors may use the shuitles to / from FWS Headguarters that run from the Main Interior
Building to Farragut Morth Metro station, and Skyline. Drivers check riders’ s when
boarding shottes departing from FWS Headguarters to the Main Interior Building and
Farragui Merth Metre stop. Visitors without a DO PIV card must bave an email from their

host program in order to ride these shutiles,

Main Interior Building Shunte Schedule

Filter:

b

Parvasut &, denra

186h &

Shyline Seven :
275 Leesburg Pihe

im

Bus 1 7:25 AM
First pickup Bus 1
Service
Bus 2 7:25 AM 7:35 AM 7:55 AM
Bus 1 7:55 AM 8:25 AM
Bus 2 8:25 AM 8:35 AM 8:55 AM
Bus 1 8:55 AM 9:25 AM
Bus 2 9:25 AM 9:55 AM
Bus 1 9:55 AM 10:25 AM
Bus 2 10:25 AM 10:55 AM
Bus 1 10:55 AM Lunch
Drop only
Bus 2 11:35 AM 11:55 AM
Bus 1 11:55 AM 12:25 PM
Pickup only
Bus 2 12:25 PM Lunch
Drop only
Bus 1 12:55 PM 1:25 PM
Bus 2 1:25 PM 1:55 PM
Pickup only

ED_002144_00005690-00001



Bus 1 1:55PM 2:25PM
Bus 2 2:25PM 2:55PM
Bus 1 2:55PM 3:25 PM
Bus 2 3:25PM 4:05 PM
Bus 1 3:55 PM 4:35 PM
Bus 2 4:30 PM 4:40 PM 5:10 PM
Bus 1 5.05 PM 535 PM
Bus 2 530 PM 540 PM 6:10 PM
Bus 1 6:05 PM 6:35 PM
Bus 2 6:30 PM 6:40 PM 7:10 PM
Drop only - End of
Bus 2 service
Bus 1 7:05 PM
Drop only - End of
Bus 1 service

ED_002144_00005690-00002



W i gnen

. s SRt

Cor s

Susimenaianeg

esvive ebicley

A Bupati

&

N At Tredt

Beginning Monday, July 13, all
Skyline Shuttie Buses will pick
up and drop off at the “A”
Shuttle Bus Bay located on
Fairfax Drive.

Bay A: Skyline Shuttle Stop

ED_002144_00005692-00001



Skyline Shuttle Buses

Please look for a blue “Skyline Metro Shuttle” or
the white “Chariots for Hire” shuttle. FYI: There
are multiple shuttle services that utilize this
drop off and pick up location (including at least
one other that also utilizes “Chariots for Hire”
vans). Please ask the shuttle driver as you board
to make sure it is going to the Skyline Building
complex.

The Ballston Skyline Shuttle service stops at two
locations in the Skyline Complex:

- Skyline Building 4

- Skyline Building 7 (FWS HQ)

ED_002144_00005692-00002
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Message

From: Ashfield, Patrice [patrice_ashfield@fws.gov]
Sent: 2/22/2018 3:46:47 PM
To: Ashley Stilson [ashley_stilson@fws.gov]; Aubrey, Craig [craig_aubrey@fws.gov]; Anderson, Brian

[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF235PDLT)/cn=Recipients/cn=ce7d6e5ad2e94b3f8f5ac4d839a6¢c268-Brian Anderson];
cathy.tortorici@noaa.gov [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bdaaff0c14a4264abc82f1468af694d-cathy.tortorici@noaa.gov]; Sims, Diann
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7ca5706c9da345¢5af43f0899cf3a8df-Diann Sims]; Shultz, Gina
[/o=Exchangelabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userd6a2f351];
Guilaran, Yu-Ting [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a698774e93e34a2b9181d4b3032b8a32-ytguilar]; Echeverria, Marietta
[fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=36¢56b7169144626bd6aadea25992d4e-Marietta Echeverrial; Villanueva,
Philip [fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF235PDLT)/cn=Recipients/cn=93adaf07438a402faa959bb6d04e7d86-Villanueva, Phillip]; Sheryl Kunickis
[Sheryl.Kunickis@osec.usda.gov]; Perry, Tracy [/o=ExchangeLabs/ou=Exchange Administrative Group
(FYDIBOHF235PDLT)/cn=Recipients/cn=ffd9b082a6484fe8a70cade93a68466¢-Tracy L Perry]

Subject: Final Draft Agenda

Attachments: Draft agenda for pesticide use meeting_2 21 2018 final (2).docx

Dear All-

Pls let me know if this works as a final agenda. Iadded 5 minutes for Saman to introduce herself and her
process and I added discussion time per topic. Also, as Gina mentioned, if we need more time for the
agriculture usage data discussion, we can adjust our timing on Monday.

After I receive either your edits or thumbs up, I will send the Final version to this team COB today.

Thanks Everyone!

Patrice M. Ashfield

Branch Chief for National Pesticide Consultations
Headquarters, Fish and Wildlife Service

5275 Leesburg Pike, MSIES

Falls Church, VA 22041

{703} 358-2478 office

ED_002144_00005694-00001



Message

From: Cathy Tortorici - NOAA Federal [cathy.tortorici@noaa.gov]
Sent: 1/11/2018 2:21:35 PM
To: Shultz, Gina [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=userd6a2f351]; Craig_Aubrey@fws.gov; Patrice Ashfield
[/o=Exchangelabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user1f5abel7];
George Noguchi [fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=userbe760c8b]; Echeverria, Marietta [/o=Exchangelabs/ou=Exchange
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=36c56b7169144626hd6aadea25992d4e-Marietta
Echeverria]; Villanueva, Philip [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=93adaf07438a402faa959bb6d04e7d86-Villanueva, Phillip]; Anderson, Brian
[fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce7d6e5ad2e94b3f8f5ac4d839a6c268-Brian Anderson]; Kunickis, Sheryl
[Sheryl.Kunickis@osec.usda.gov]

Subject: Pesticides - NCAP withdrawal of motion

Attachments: EXECUTIVE_OFFICE-#387821-vl-notice_of withdrawal of cross-motion.PDF

Dear all -

As I mentioned this morning - Plaintiffs have withdrawn their cross-motion for release of documents relating to
the BiOp and pesticides consultation. Notice attached.

Cathy T.

Cathy Tortorici

Chief, ESA Interagency Cooperation Division
Office of Protected Resources

NOAA's National Marine Fisheries Service
1315 East-West Highway

Silver Spring, MD 20910

(w) 301.427 8495

(c) 301.602.2193

cathy.tortorici@noaa.gov
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Case 2:07-cv-01791-RSL Document 71 Filed 01/10/18 Page 1 of 2

Honorable Robert S. Lasnik

UNITED STATES DISTRICT COURT
FOR THE WESTERN DISTRICT OF WASHINGTON

NORTHWEST COALITION FOR )
ALTERNATIVES TO PESTICIDES, ) No. 07-cv-1791-RSL
PACIFIC COAST FEDERATION OF )
FISHERMEN’S ASSOCIATIONS, and ) NOTICE OF WITHDRAWAL OF CROSS-
INSTITUTE FOR FISHERIES RESOURCES, ) MOTION (Dkt. 54)
Plaintiffs, ;
V. )
NATIONAL MARINE FISHERIES )
SERVICE, ;
Defendant. )
)

On January, 9, 2018, defendants provided plaintiffs an Endangered Species Act
biological opinion regarding EPA’s registration of the pesticides chlorpyrifos, diazinon, and
malathion, eliminating the need for plaintiffs to obtain the documents sought in the cross-motion
OPPOSITION TO MOTION TO AMEND AND CROSS-MOTION FOR RELEASE OF KEY
DOCUMENTS (Dkt. 54). Accordingly, plaintiffs hereby withdraw the cross-motion.

//
//
//

/1

Farthjusti
NOTICE OF WITHDRAWAL OF CROSS-MOTION s O e, Suite 203
(07-cv-1791-RSL) Seattle, WA 98104

S1- (206) 343-7340

ED_002144_00005697-00001
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Case 2:07-cv-01791-RSL Document 71 Filed 01/10/18 Page 2 of 2

Respectfully submitted this 10" day of January, 2018.

PATTI A. GOLDMAN, WSBA # 24426
Earthjustice

705 Second Avenue, Suite 203

Seattle, WA 98104-1711

Ph.: (206) 343-7340

Fax: (206) 343-1526
smashuda@earthjustice.org
pgoldman@earthjustice.org

Attorneys for Plaintiffs

[
NOTICE OF WITHDRAWAL OF CROSS-MOTION S ite 203
(07-cv-1791-RSL) Seattle, WA 98104

0. (206) 343-7340

ED_002144_00005697-00002



Message

From: Anderson, Brian [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CE7D6E5AD2E94B3F8F5AC4AD839A6C268-BRIAN ANDERSON]
Sent: 2/15/2018 10:11:42 PM

To: Patrice Ashfield [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user1f5a6el7]
CC: Echeverria, Marietta [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF235PDLT)/cn=Recipients/cn=36c56b7169144626bd6aadea25992d4e-Marietta Echeverrial; Sims, Diann
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7ca5706c9da345¢5af43f0899¢f3aldf-Diann Sims]; Miller, Wynne
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8267862f7fead782aec32ea5fec8c19c-wymiller]

Subject: Draft agenda for pesticide use meeting_2 15 2018.docx

Attachments: Draft agenda for pesticide use meeting_2_ 15 2018.docx

Hi Patrice,

Are you the right person to whom to send edits to the agenda? We have two additions at this time. Please feel free to
give me a call if you have any questions.

Thanks

Brian

ED_002144_00005702-00001



Message

From: Miller, Kayla [kayla_miller@fws.gov]
Sent: 6/23/2017 6:23:33 PM
To: Echeverria, Marietta [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=36c56b7169144626bd6aadea25992d4e-Marietta Echeverrial; Dumas,
Richard [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=082146a785ef4acd8bad309466dd313a-Richard P. Dumas]; Pease, Anita
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dbbef4b4951144499885d4cdf88d46d0-Anita Pease]; Anderson, Brian
[fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce7d6e5ad2e94b3f8f5ac4d839a6c268-Brian Anderson]; Villanueva, Philip
[fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=93adaf07438a402faa959bb6d04e7d86-Villanueva, Phillip]; Perry, Tracy
[fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ffd9b082a6484fe8a70cade93a68466¢-Tracy L Perryl;
cathy.tortorici@noaa.gov [/o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF235PDLT)/cn=Recipients/cn=1bdaaffOc14a4264abc82f1468af694d-cathy.tortorici@noaa.gov]; Kunickis,
Sheryl - OSEC [sheryl.kunickis@osec.usda.gov]

cC: Shultz, Gina [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=userd6a2f351]; Patrice Ashfield [/o=Exchangelabs/ou=Exchange
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user1f5a6el7]; Craig Aubrey [craig_aubrey@fws.gov]

Subject: Fish and Wildlife Service Settlement Agreement

Attachments: Pesticide Sec. 7 Settlement Agreements (1).pdf

Hello All,

As was discussed on the Senior Management phone call yesterday, attached is the Fish and Wildlife Service's
settlement agreement for the original red legged frog agreement with the amendment.

Thank You,
Kayla Miller

Knauss Fellow 2017-2018
Special Assistant to the Deputy Assistant Director, Ecological Services
U.S. Fish and Wildlife Service

5275 Leesburg Pike

Falls Church, VA 22041-3803
703-358-1898
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IN THE UNITED STATES DISTRICT COURT
FOR THE NORTHERN DISTRICT OF CALIFORNIA
SAN FRANCISCO DIVISION

Case No. 3:11-cv-5108-JSW
Center for Biological Diversity,

Plaintiff,

Stipulation Amending
V. Original Stipulated Settlement
United States Fish and Wildlife and [Prepesed} Order
Service et al.,
Defendants,
and,
CropLife America,

Intervenor-Defendant.

Plaintiff Center for Biological Diversity (the “Center”), Defendants the
United States Fish and Wildlife Service (“FWS”), Dan Ashe, in his official
capacity as Director of the Fish and Wildlife Service, the United States
Environmental Protection Agency (“EPA”), and Gina McCarthy, in her
official capacity as Administrator of EPA (collectively, the “Parties™), by and
through the undersigned counsel, state as follows:

Whereas, the Parties entered into a stipulated settlement that resolved
the remaining disputed issues in this case, and the Court entered the terms of
that settlement as an order and dismissed this case without prejudice (while
retaining continuing jurisdiction to enforce its order), Docket No. 76 (Nov. 4,

2013) (“Original Stipulated Settlement”);

1

90-8-6-07298
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Whereas, that settlement requires FWS to complete consultation with
EPA under the Endangered Species Act (“ESA”) (and pursuant to the
applicable regulations) on the potential effects of seven pesticides on the
California red-legged frog by November of 2015, Stipulated Settlement 99 I,
2;

Whereas, EPA, the United States Department of the Interior, the
United States Department of Commerce, and the United States Department
of Agriculture (“USDA”) had previously asked the National Academy of
Sciences (“NAS”) to evaluate the differing risk assessment approaches used by
these agencies to identify the potential effects of pesticides on threatened and

endangered species;

issuing a report entitled “Assessing Risks to Endangered and Threatened
Species from Pesticides” (the “NAS report”);

Whereas, the NAS report suggests, inter alia, that EPA, FWS, and the
National Marine Fisheries Service (“NMFS”) take a common approach to
assessing the potential effects of pesticides on threatened and endangered
species to facilitate coordination among federal agencies;

Whereas, EPA, FWS, NMFS, and the USDA are now working in
close cooperation to evaluate and implement the recommendations made by
the NAS report;

Whereas, based on the findings in the NAS report and the work done
so far by the agencies to implement the recommendations in that report, the
Parties now agree that it would be more efficient for EPA and FWS to consult
on the potential effects that pesticides at issue in this case have on threatened
and endangered species nationwide, instead of limiting their consultation only
to potential effects on the California red-legged frog;

-
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Whereas, EPA and FWS are working to complete such nationwide
consultations on five (5) of the pesticides at issue in this case as part of the
nationwide endangered species assessments that EPA will be conducting in
connection with registration review under the Federal Insecticide, Fungicide
and Rodenticide Act (“FIFRA”);

Whereas, those five (5) pesticides are carbaryl, chlorpyrifos, diazinon,
malathion, and methomy];

Whereas, EPA and FWS currently expect to complete nationwide
ESA consultations for three (3) of the five pesticides listed above by
December 31, 2017 and for the remaining two (2) pesticides by December 31,
2018;

Whereas, the Parties agree that it would be more efficient to conduct
nationwide consultations, instead of consultations limited to the California
red-legged frog, but the agencies still face significant challenges in
implementing the recommendations of the NAS report and completing such
nationwide consultations;

Whereas, the Parties have now devised this stipulation to amend the
Original Stipulated Settlement so that FWS will have an opportunity to
attempt to complete the nationwide consultations described above, but which
will still require FWS to complete the original consultations on the California
red-legged frog if it is not able to complete nationwide consultations
(although the schedule for such California red-legged frog consultations
would be extended);

Whereas, the Parties reserved the right to ask this Court to modify the
Original Stipulated Settlement “because of the Service’s ongoing actions to
comply with the ESA, to meet the requirements of other federal agencies or

departments, or to deal with circumstances not presently anticipated.”

3
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Stipulated Settlement ¥ 5; and,

Whereas, Intervenor-Defendant CropLife America takes no position
on the relief sought by this stipulation;

Now, therefore, the Parties stipulate to amend the Original
Stipulated Settlement as follows:

1. The consultation schedule set out in paragraph 2 of the
Original Stipulated Settlement is hereby suspended to allow the Federal
agencies to engage in the nationwide consultations described above in the
“whereas” clauses.

2. No provision of this Stipulation requires (or shall be construed
to require) FWS or EPA to conduct the nationwide consultations described
above in the “whereas” clauses, and no provision of this Stipulation requires
(or shall be construed to require) FWS or EPA to complete any such
nationwide consultations on the schedule set out above in the “whereas”
clauses.

3. While it is not obligated to do so, if FWS completes nationwide
consultations on the effects of the five (5) pesticides listed above on the
schedule set out above in the “whereas” clauses, then FWS shall be deemed to
have discharged its obligations under the terms of the Original Stipulated
Settlement in full.

4. Alternatively, if:

(a) FWS does not complete nationwide consultations on the
five (5) pesticides listed above on the schedule set out above in the
“whereas” clauses;

(b) FWS concludes (based on further review of these issues)
that nationwide consultations are no longer appropriate; or,

(©

)-rj

WS does not complete the interim benchmarks on the

" ED_002144_00005707-00004



Case3:11-cv-05108-JSW Document88 Filed07/28/14 Page5 of 8

estimated schedule described below in Paragraph 5,
then:

(1) at the request of either the Center or the Federal

Defendants, the Parties shall meet and confer at the earliest available

opportunity to discuss whether it is appropriate for FWS to complete

the consultations “on the potential effects of seven pesticides on the

California red-legged frog” described in Paragraph 1 of the Original

Stipulated Settlement and, if so, to discuss an appropriate revised

schedule for those consultations based on the schedule set out in

Paragraph 2 of the Original Stipulated Settlement; and,

(2) if the Parties are unable to reach agreement on that revised
schedule within thirty (30) days of any such meeting and conference,

either party may petition the Court to resolve the dispute and set a

schedule for the remaining consultations “on the potential effects of

seven pesticides on the California red-legged frog” described in

Paragraph | of the Original Stipulated Settlement.

5. Within 30 days of the Court’s approval of the Amended
Stipulated Settlement, FWS and EPA shall provide the Center (and
Intervenor-Defendant) with an estimated schedule, including interim
benchmarks, for completing the nationwide consultations described above in
the .“whereas” clauses. That schedule will include estimated dates for EPA’s
preliminary risk assessments (which include the draft biological evaluation
(“BE”)), EPA’s submittal of the BE to FWS, FWS’s draft biological opinions,
and FWS’s final biological opinions for each of these pesticides. The parties
recognize that this schedule will be a good faith estimate as of the date that it
is provided, but that the schedule may be subject to change (based on factors

including, but not limited to, variations in the estimated dates for data

5
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submission, the volume of public comments, and unanticipated legal
obligations), and that, as stated above in Paragraph 2, this schedule will not be
binding or enforceable by the Court.

6. FWS shall provide the Center (and Intervenor-Defendant) with
an update by conference cali every four {4) months describing the status of
these consultations.

7. Within 30 days of the Court’s approval of the amended
Stipulated Settlement, FWS shall issue a press release that alerts the public to
the amended Stipulated Settlement and shall make the following
modifications to the webpage created pursuant to the first paragraph in
Section 3 (“Web-site Content”) of the Original Stipulated Settlement: i)
summarize the principal terms of this amended Stipulated Settlement; and ii)
include a hyperlink to the full text of this amended Stipulated Settlement. As
for the webpage created pursuant to the second paragraph in Section 3 (*Web-
site Content”) of the Original Stipulated Settlement, FWS shall work with
EPA to include on an appropriate, easily accessible Federal government
website publicly-available documents associated with the nationwide
consultation processes for the pesticides that are the subject of this stipulation,
as well as the pesticides that are subject to this case, including preliminary risk
assessments, biological evaluations, draft biological opinions, and proposed
decisions that are subject to public comment. The webpage shall post the
documents or links to websites containing the documents within 14 days of
the date they become publicly available.

8. The first and second sentences of Paragraph 15 of the Original
Stipulated Settlement are amended to read, in their entirety: “Upon entry of
this Stipulated Settlement, Plaintiff's complaint shall be dismissed without

prejudice. Plaintiff resolves its Complaint as to the five active ingredients

6
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carbaryl, chlorpyrifos, diazinon, malathion, and methomyl, but Plaintiff
reserves the right to bring a new Complaint regarding the 59 other active
ingredients.” This Stipulation does not amend the third sentence of Paragraph
15 of the Original Stipulated Settlement, which remains in effect.

9. Provisions of the Original Stipulated Settlement that are not
directly amended by this Stipulated Settlement shall remain in effect.

10.  This Stipulation has no precedential value and shall not be used

as evidence in litigation or in any other context.

PURSUANT TO STIPULATION, IT IS ORDERED that the
Settlement executed by the Parties is hereby incorporated into this Order; and

IT IS FURTHER ORDERED that this Court shall have continuing
jurisdiction to enforce this Order and the terms of the Settlement herein
consistent with the terms of that agreement; and

IT IS FURTHER ORDERED that this case is hereby DISMISSED

without prejudice.

Dated: July 28,2014

Jeftevio. te
United States District Judge

ED_002144_00005707-00007



-
e MRS

Respectfully submitted July 25, 2014,
SAM HIRSCH,

Acting Assistant Attorney General
United States Department of Justice
Environment & Natural Resources Division

SETH M. BARSKY, Section Chief
S. JAY GOVINDAN, Assistant Section Chief

/s/ James A. Maysonett

JAMES A. MAYSONETT, Senior Trial Attorney

Wildlife & Marine Resources Section
P.O. Box 7611, Washington D.C. 20044
(202) 305-0216, facsimile (202) 305-0275

ames.a. mavsonettiicusdor sov

COUNSEL FOR FEDERAL DEFENDANTS

/s/ Collette Adkins Giese

COLLETTE ADKINS GIESE (MN Bar # 035059X)
JUSTIN AUGUSTINE (CA Bar # 235561)

CENTER FOR BIOLOGICAL DIVERSITY
351 California Street, Suite 600

San Francisco, CA 94104

Telephone: (415) 436-9682

Facsimile: (415) 436-9683

laugusuneg biologicaldiversitv.org
cadkinsgicse biologicaldiversity.org

TTORNEYS FOR PLAINTIFF

ov-05108-ISW  Document88  Filed(7/28/14 Page8 of 8
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IN THE UNITED STATES DISTRICT COURT
FOR THE NORTHERN DISTRICT OF CALIFORNIA

CENTER FOR BIOLOGICAL

DIVERSITY. CASE NO. 3:15-¢v-658-1CS
Plaintiff, STIPULATED SETTLEMENT AND
. [PROPOSED| ORDER

U.S. DEPARTMENT OF THE
INTERIOR; SALLY JEWELL. in her
official capacity as Secretary of the
Interior; U.S. FISH AND WILDLIFE
SERVICE: DAN ASHE, Director of the
U.S. Fish and Wildlife Service.

Defendants,
CROPLIFE AMERICA.

Defendant-Intervenor.

B i

Plaintiff Center for Biological Diversity (“the Center™): Sally Jewell. in her official
capacity as the Secretary of the Interior. the U.S. Fish and Wildlite Service (the "FWS7). and
Dan Ashe, in his official capacity as Director of the Fish and Wildlife Service ("Federal
Defendants™) (collectively. “the Parties™) by and through the undersigned counsel. state as
follows:

WHEREAS. under the Federal Insecticide. Fungicide. and Rodenticide Act ("FIFRA™),
the U.S. Environmental Protection Agency ("EPA™) is responsible for registering pesticides and
ensuring that pesticides do not cause unreasonable adverse effects on the environment. which
includes species listed as threatened or endangered (“listed species™) under the Federal

Endangered Species Act ("ESA™):

ED_002144_00005707-00009
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WHEREAS. pursuant to Section 7 of the ESA, EPA and all federal agencies must, in
consultation with and with the assistance of FWS and NMFS. insure that any action authorized.
funded. or carried out by such agency is not likely to jeopardize the continued existence of any
endangered or threatened species or result in the destruction or adverse modification of their
critical habitat

WHEREAS. over the years, EPA. FWS. and NMFS have used different risk assessment
approaches to identify the potential effects of pesticides on threatened and endangered species
and were unable to reach a consensus on an approach for assessing the risks to listed species:

WHEREAS. these different approaches to risk assessment have impacted the ability of
EPA.FWS and NMFS to complete consultation under the ESA;

WHEREAS. in order to resolve these differences. EPA, FWS, NMFS. and the United
States Department of Agriculture ("USDA™) asked the National Academy of Sciences (“NAS™)
to evaluate the differing risk assessment approaches used by these agencies to identify the
potential effects of pesticides on threatened and endangered species;

WHEREAS. the NAS responded to that request on April 30. 2013, by issuing a report
entitled ~Assessing Risks to Endangered and Threatened Species from Pesticides™ (the "NAS
report’

WHEREAS. the NAS report suggests. inter alia. that EPA, FWS, and NMFS take a
common approach to assessing the potential effects of pesticides on listed species to facilitate
coordination among federal agencies;

WHEREAS. EPA, FWS. and NMFS are now working in ciose cooperation to evaluate

and implement recommendations made by the NAS report:

ED_002144_00005707-00010
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WHEREAS. FWS, EPA and NMFS are now working collaboratively on the ESA § 7
consultation process for the registration review of certain pesticides under section 3tg) of FIFRA
with recommendations provided in the NAS report:

WHEREAS. based on the findings in the NAS report. the work done so far by the
agencies to implement recommendations in that report. and the need to align the consultation
process with EPAs registration review of pesticides. the Parties agree that when consultation is
required, it would be more efficient for EPA and FWS to consult on the potential effects of
pesticides on listed species nationwide: the Parties further agree that the agencies still face
significant challenges in implementing recommendations of the NAS report and completing such
nationwide consultations: accordingly. the Parties acknowledge that the Agencices intend to
proceed with nationwide ESA evaluations in a phased. iterative process. taking into account
input received and lessons learned from initial efforts to implement NAS recommendations. and
maintaining flexibility to pursue processes or methodologies not part of such initial etforts:

WHEREAS., the Center filed a complaint on October 19. 2011 in Cenier for Biological
Diversity v. U.S. Fish and Wildlife Service et al.. No. 3:11-cv-3108-JSW (N.D. Cal.) ("CRLF
II"), alleging that the FWS and EPA violated Section 7 of the ESA. the ESA™s implementing
regulations. and the Administrative Procedure Act ("APA™). with regard to the alleged fatlure to
complete consultation as to the effects of 64 pesticide ingredients for which EPA determined in
2009 were likely to affect the California red-legged frog ( Rusne cliavtenii):

WHEREAS, on November 4. 2013. the Center, FWS and EPA entered into a settlement
agreement in CRLF Il requiring completion of ESA consultations on the eftects of seven (7)
chemicals on the California red-legged frog by November 4. 2013 (CRLF H. Dkt. 76).

("November 4, 2013 Agreement™):

ED_002144_00005707-00011
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1 WHEREAS, on July 28. 2014. the Center, FWS and EPA entered into a stipulation

ta

amending the CRLF II November 4. 2013 Agreement to provide that it FWS completes

3 :

nationwide consultation on five chemicals (carbaryl. chlorpyritos, diazinon. malathion, and
4
_ [ methomyl) by December 31, 2018, FWS shall be deemed to have discharged its obligations
5

¢ |{under the terims of the originai settfement in fuli (CRLF i1, Dkt. 87) (“Juiy 28. 2014

7 |} Agreement™):

8 WHEREAS. EPA and FWS are working to complete such nationwide consultations on
9
carbarvl. chlorpyrifos. diazinon. malathion. and methomyl;
10
. WHEREAS. EPA and FWS currently expect to complete nationwide ESA consultations

12 |} for three of the five pesticides listed above (chlorpyrifos. diazinon. and malathion) by December

13 1131, 2017, and for the remaining two pesticides (carbaryi and methomyl) by December 31. 2018;
14 e . . . . e
WHEREAS. the Center filed a separate complaint on February 12, 2015 in the case at
13
bar. alleging that the FWS has violated Section 7 of the ESA and the APA, with regard to the
1o

17 || alleged failure to complete consultation and the effects of atrazine and alachlor on the Delta

I8 || smelt (Hypomesus transpacificus) ("smelt”™) and 2. 4-D upon the Alameda whipsnake

t9 Maziicophiy lateralis curveanthiusy (Cwhipsnake™) (Dkt. 1);

20 DL A . e .
WHEREAS, based on the findings in the NAS report and the work done so far by the

21

s agencies to address recommendations in that report, the Parties now agree that it would be more

23 {elficient for FWS to consult on the potential effects that one pesticide at issue in this case

24 atrazine) as well as three other priority pesticides not at issue in this case (simazine. propazine,

T ojpand givphosale) have on listed species on a nationwide basis (if EPA nitiates nationwide
36 . - - 0y .
consultation with FWS on atrazine. simazine. propazine. and glyphosate). instead of completing
77
28
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consultation on the effects of atrazine and alachlor on only the smelt and 2.4-D on only the
whipsnake:

WHEREAS. EPA expects to complete a nationwide evaluation of the effects of four
pesticides—atrazine, simazine. propazine and glyphosate—on listed species in connection with
registration review under FIFRA and initiate any necessary nationwide ESA consultations tor
these four pesticides by June 30, 2020 (Center for Biological Diversity v. Environmental
Protection Agency. No. 3:07-cv-02794-JCS (N.D. Cal.) {Dkt. 154 at 3):

WHEREAS, if EPA initiates nationwide consultation with FWS on atrazine. simazine.
propazine. and/or glyphosate, EPA and FWS currently expect to complete such nationwide ESA
consultations by December 30. 2022;

WHEREAS. these four pesticides. together with the five pesticides addressed in the
CRLF 1 July 28. 2014 Agreement. constitute a substantial portion of pesticide use in the LS. by
weight annually:

WHEREAS. EPA. FWS. and NMFS are exploring the feasibility of a comprehensive
pesticide ESA consultation workplan addressing the registration and registration review of
pesticide ingredients under FIFRA:

WHEREAS. the Parties enter into the instant Stipulated Settlement so that FWS will have
an opportunity to attempt to complete the potential nationwide consultations described above.
while acknowledging that FWS may still be required to complete consultations on the effects of
atrazine and alachlor on the smelt and 2.4-D on the whipsnake if it is not able to complete the
potential nationwide consultations (although any applicable deadline for such whipsnake and
smelt consultation would be determined by the Parties after the mechanism described in

paragraph 4, infra, is triggered);

[
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1 WHEREAS. the Center and the Federal Defendants. through their authorized

]

representatives. have reached agreement on the terms of a settlement. which is captured in this

Stipulated Settlement. that they consider to be a just. fair, adequate. and equitable resolution of
4
_ |l the 1ssues in this case:
5
6 WHEREAS. the parties agree that this Stipulated Settiement is in the public interest and

7 |} is an appropriate way to resolve the remaining disputed issues:

WHEREAS Defendant-Intervenor CropLife America takes no position on this proposed

9

Stipulated Settlement;
10
(0 NOW. THEREFORE. THE PARTIES STIPULATE AS FOLLOWS:
12 I As to the FWS's completion of consultation and delivery to EPA of a final
3 bivlogical opinion on the eftects of atrazine and alachlor on the smelt and 2-4,D on the
4 : " o , : .

wihnipsnake. any applicable deadline is hereby suspended to allow the Federal agencies to engage
15

in the potential nationwide consultations described in the above “whereas™ clauses.
16
{7 2 No provision of this Stipulation requires (or shall be construed to require) FWS to

18 | conduct the nationwide consultations described above in the “whereas™ clauses, and no provision
1o 1] of this Stipulation requires (or shall be construed to require) FWS to complete any such

20 {1 nationwide consultations on the schedule set out in the above “whereas™ clauses.

21 3. While it is not obligated to do so. if EPA initiates and FWS completes nationwide
22 | consultation on atrazine. simazine. propazine, and glyphosate on the schedule set out above in
=2 Hthe “whereas™ clauses. then FWS shall be deemed to have discharged its obligations to cbmpiete

By B o S . . .
24 1l consultation on the ettects of atrazine and alachlor on the smelt and 2.4-D on the whipsnake in

25 e
[REE I
26 . ‘o
4. Alternatively. if
27
28
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(a) FWS does not complete an EPA-initiated nationwide consultation on atrazine.
simazine, propazine and glyphosate on the schedule set out above in the “whereas™
clauses;

(b) FWS concludes (based on further review of these issucs) that nationwide
consultations are no longer appropriate or required: or.

(c) FWS does not complete the interim benchmarks on the estimated schedule
described below in Paragraph 5. then:

(1) at the request of either the Center or the Federal Detendants. the Parties shall
meet and confer at the earliest available opportunity to discuss whether it is appropriate
for FWS to complete the consultations on the effects of atrazine and alachlor on the smelt
and 2.4-D on whipsnake described in Paragraph 1. supra. and. if so. to discuss an
appropriate revised schedule for those consultations: and.

(2) if the Parties are unable to reach agreement on that revised schedule within
thirty (30) days of any such meeting and conference, either party may petition the Court
to resolve the dispute and set a schedule for the remaining consultations on the effects of
atrazine and alachlor on the smelt and 2.4-D on the whipsnake described in Paragraph 1.
supra.

3. Within 30 days of the Court’s approval of this Stipulated Settlement. FWS shall
provide the Center (and Intervenor-Defendant) with an estimated schedule. including interim
benchmarks, for completing the potential nationwide consultations described above in the
“whereas™ clauses. That schedule will include estimated dates for FWS’s draft biological
opinions and FWS’s final biological opinions for each of these pesticides. where applicable. The
Parties recognize that this schedule will be a good faith estimate as of the date that it is provided.
but that the schedule may be subject to change (based on factors including. but not limited to.
variations in the estimated dates for data submission. the volume of public comments. and
unanticipated legal obligations). and that. as stated above in Paragraph 3. this schedule will not

be binding or enforceable by the Court.

ED_002144_00005707-00015
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| 6. FWS shali provide the Center (and Intervenor-Defendant) with an update by

2

conference call every tour (4) months describing the status of these consultations.

3 7. Upon entry of this Stipulated Settlement, Plaintiff™s complaint shall be dismissed
+ || with prejudice.

> 8. ‘This Stipulation has no precedential value and shall not be used as evidence in

° fitigation or any other court proceeding (other than to enforce this Stipulated Settlement).

7

g 9. Within 30 days ot the Court’s approval of this Stipulated Settlement. the FWS

g || shall post the following on its Pesticide Registrations and ESA Consultations webpage, which is

O {1 found at hitp: www . fws vov‘endangered’w hat-we-do/pesticide-consultation.html : (i) a

summary of the principal terms of this Stipulated Settlement, including the schedule discussed in

{2

the "whereas™ clauses: (ii) a hyperlink to the full text of the Stipulated Settlement; and (iii) a
13
i hyperlink to the EPA’s webpage covering the stipulated injunction entered in Center for

15 || Biological Diversity v. EP4.07-2794 (N.D. Cal.. May 17. 2010) (Dkt. 121) ("Order Approving

16 || Stipulated Injunction and Order™). which is found at: http://www.epa.gov/endangered-

species original-20 1 g-court-order-cbd-v-epa.

10, The Parties reserve the right to seek to have this Court modify this Stipulated

>g || Settlement because of the FWS’s ongoing actions to comply with the ESA, to meet the

[

requirements of other federal agencies or departments. or to contend with other circumstances

22 " . . . . . - . .
=< || not presently anticipated. including completion of FWS’s, NMFS’s. and EPA’s comprehensive
23

ESA pesticide consultation workplan discussed above in the “whereas™ clauses. The Court will
24
s consider such future requests as it deems appropriate.
23
26 . In the event of a disagreement between the Parties concerning the interpretation of

27 || performance of any aspect of this Stipulated Settlement, the dissatisfied Party shall provide
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the other Party with written notice of the dispute and a request for negotiations. The Parties shall
confer in order to attempt to resolve the dispute within 14 days after receipt of the notice. or such
time thereafter as is mutually agreed upon. If the Parties are unable to resolve the dispute within
21 days after receipt of the notice. or such time thereafter as is mutually agreed upon. then any
Party may petition the Court to resolve the dispute.

12. The Federal Defendants agree that Plaintitf is entitled to reimbursement of
reasonable attorneys” fees and costs. Federal Defendants and Plaintiftf agree to attempt to resolve
Plaintiff’s claim for fees and costs for all claims in this action expeditiously. without the
need for Court intervention. The Parties recognize that Federal Detendants have not waived any
detense to and preserve their right to challenge the reasonableness of the amount of
attorneys’ fees and costs requested by Plaintiff in the event that Plaintiff and IFederal
Defendants are unable to resolve Plaintiff’s claim for fees and costs. The Parties further
recognize that Plaintiff reserves the right to seek additional fees and costs incurred arising
from a need to enforce or defend against efforts to modify this Stipulated Settlement. to litigate a
reasonable award of attorneys” fees and costs. or for any other unforeseen continuation of this
action.

13. If the Federal Defendants and Plaintift cannot agree on the amount of such fees
within 60 days of the Court approving this Stipulated Settlement. Plaintift shall file a motion for
attorneys” fees and costs with the Court in this matter. This 60 day period shall supersede the
14 day time period otherwise applicable pursuant to Federal Rules ot Civil Procedure
Section 34(d)}(2)(B) and the court order approving the Stipulated Settlement will accordingly
operate as an enlargement of time pursuant to Federal Rules of Civil Procedure Section

6(b)(1) for Plaintiffs 1o file a fee motion.
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! 14, Itisthe expectation and understanding of the Parties that if EPA cancels the

13%]

remaining pesticide registrations containing any of the active ingredients listed in Paragraph 1.

(oY}

FWS shall not be required to complete consultation with regard to that active ingredient.

{5, [t is furthermore the expectation and understanding of the Parties that if EPA

A

6 || cancels the remaining pesticide registrations containing any of the active ingredients listed in

7 || Paragraph 3. FWS shall be deemed to have discharged its consultation commitments for the

8 purposes of Paragraph 3 with regard to that active ingredient.
9

16. No provision of this Stipulated Settlement shall be interpreted as or constitute a
10

commitment or requirement that the Federal Defendants take action in contravention of the

12 | ESA. the APA. or any other law or regulation, either substantive or procedural. Nothing in

I3 || this Stipulated Settlement shall be construed to limit or modify the discretion accorded to the
Federal Defendants by the ESA. the APA, or general principles of administrative law with
15
respect to the procedures to be foliowed in conducting the ESA consultation described
16

17 |[above. oras to the substance of any such determinations.

18 17. Nothing in this Stipulated Settlement shall bar the Federal Defendants from acting

¢ .. . S . N . SN

19 1 on any matters covered herein in a time frame earlier than required by this Stipulated Settlement.
20 : : - : - o . .

or from taking additional actions not specitied herein if the Federal Defendants determines such

2]
. actions are appropriate under applicable law.
23 18. Nothing in this Agreement shall be interpreted as. or shall constitute. a

24 1 requirement that Federal Detendants are obligated to pay any funds exceeding those available. or

ﬂ’q N M - ~ A N Y o M A . “ f ¥ 1 Al ot TN 1 t
=7l take any action in contravention of the Anti-Deficiency Act. 31 U.S.C. § 154 1. or any other
26
appropriations law,
27
28
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19.  The Parties agree that this Stipulated Settlement was negotiated in good faith and
that entry of this Stipulated Settlement constitutes a settlement of claims that were vigorously
contested, denied. and disputed by the Parties. By entering into this Stipulated Settlement.
the Parties do not waive any claim or defense.

20. The undersigned representatives of each Party certify that thev are fully
authorized by the Party (or Parties) they represent to agree to the terms and conditions of this
Stipulated Settlement and do hereby agree to the terms herein.

21. This Stipulated Settlement does not constitute an admission or evidence of any
fact. wrongdoing. misconduct. or liability on the part of the United States. including without
limitation. the Federal Defendants, their officers. or any other person aftiliated with the FWS. or
any interpretation of any applicable provision of law.

22, Plaintiff’s sole judicial remedy to address the merits of any final action that may
ensue tfrom FWS’s performance of its obligations under this Stipulated Settlement is to file a
separate lawsuit challenging such final action. The Federal Defendants reserve all defenses o
any such suit. Nothing in this Stipulated Settlement alters or aftects the standards for review of
final agency action, or creates jurisdiction that otherwise would not exist to review agency
action.

23.  Notwithstanding the dismissal of this action. the Parties have agreed and
requested that this Court retain jurisdiction to oversee compliance with the terms of this
Stipulated Settlement and to resolve any motions to modify such terms. See Kokkonen v.

Guardian Life Ins. Co. of America. 511 U.S. 375 (1994).
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24, The terms ot this Stipulated Settlement constitute the entire agreement of the

Parties. and no statement. agreement or understanding. oral or written. which is not contained

herein. shall be recognized or enforced.

23. The terms of this Stipulated Settlement shall become effective upon entry of an
order by the Court ratifying this Stipulated Settlement.

Respectfully Submitted on this 19th day of February. 2016.

JOHN C. CRUDEN
Assistant Attorney General
SETH M. BARSKY. Chief
S. JAY GOVINDAN.
Assistant Chief

/s J. Brett Grosko (by permission)

J. BRETT GROSKO. Trial Attorney

U.S. Department of Justice

Environment & Natural Resources Division
Wildlife & Marine Resources Section

Ben Franklin Station

P.O.Box 7611

Washington, DC 20044-761 1

Phone: (202) 305-0342

Fax: (202) 305-0275 (fax)

brett.groskoweusdoj.gov

Attorneys for Federal Defendants

/s/ Collette Adkins

Collette Adkins (MN Bar # 035059X)
Justin Augustine (CA Bar # 235561)
CENTER FOR BIOLOGICAL DIVERSITY
P.O. Box 595

Circle Pines. MN 55014-0595
Phone: (651)955-3821
cadkinswbiologicaldiversity.org
jaugustinerabiologicaldiversity.org

Attornevs for Plaintiff
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PURSUANT TO STIPULATION. IT IS ORDERED that the Settlement Agreement
executed by the Parties is hereby incorporated into this Order: and
IT IS FURTHER ORDERED that this Court shall have continuing jurisdiction to enforce

this Order and the terms of the Settlement Agreement.

DATED: 2/19/16

Joseph C. Spero
United States Magistrate Judge
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Message

From: Cathy Tortorici - NOAA Federal [cathy.tortorici@noaa.gov]
Sent: 8/16/2017 6:27:07 PM
To: Shultz, Gina [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=userd6a2f351]; Craig Aubrey [craig_aubrey@fws.gov]; Patrice Ashfield
[/o=Exchangelabs/ou=Exchange Administrative Group {(FYDIBOHF23SPDLT)/cn=Recipients/cn=user1f5abel7];
Dumas, Richard [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=082146a785ef4acd8bad309466dd313a-Richard P. Dumas]; Echeverria,
Marietta [/o=ExchangeLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=36¢56b7169144626bd6aadea25992d4e-Marietta Echeverrial; Villanueva,
Philip [fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=93adaf07438a402f2a959bb6d04e7d86-Villanueva, Phillip]; Anderson, Brian
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce7d6e5ad2e94b3f8f5ac4d839a6¢268-Brian Anderson]; Kunickis, Sheryl -
OSEC [sheryl.kunickis@osec.usda.gov]; Perry, Tracy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ffd9b082a6484fe8a70cade93a68466¢-Tracy L Perryl;
cathy.tortorici@noaa.gov [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bdaaff0c14a4264abc82f1468af694d-cathy.tortorici@noaa.gov]; Pease,
Anita [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dbbef4db4951144499885d4cdf88d46d0-Anita Pease]

Subject: Usage data documents - again

Attachments: Consideration of Pesticide Usage Information 10-3-2016.docx; NMFS GfK request_OPP_response2.docx

Cathy Tortorici

Chief, ESA Interagency Cooperation Division
Office of Protected Resources

NOAA's National Marine Fisheries Service
1315 East-West Highway

Silver Spring, MD 20910

(w) 301.427 8495

(c) 301.602.2193

cathy.tortorici@noaa.gov
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Message

From: Shultz, Gina [gina_shultz@fws.gov]
Sent: 5/11/2017 11:04:27 PM
To: Kunickis, Sheryl [Sheryl Kunickis@osec.usda.gov]; Pease, Anita [fo=Exchangelabs/ou=Exchange Administrative

Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=dbbef4b4951144499885d4cdf88d46d0-Anita Pease]; Echeverria,
Marietta [fo=ExchangeLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=36c56b7169144626bd6aadea25992d4e-Marietta Echeverrial;
cathy.tortorici@noaa.gov [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bdaaff0c14a4264abc82f1468af694d-cathy.tortorici@noaa.gov]; Craig
Aubrey [craig_aubrey@fws.govl; Patrice Ashfield [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user1f5a6el7]; Miller, Kayla M [fo=ExchangelLabs/ou=Exchange
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=useraf8116f4]

Subject: FWS Draft Consultation History

Attachments: FWS Consultation History Draft (5-11-17).docx

Tuploaded it to the sharepoint site (also attached).
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Appointment

From: cathy.tortorici@noaa.gov [cathy.tortorici@noaa.gov]
Sent: 9/5/2018 9:26:04 PM
To: Sims, Diann [fo=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=7ca5706¢9da345c¢5af43f0899cf3a8df-Diann Sims]; Patrice Ashfield
[/o=Exchangelabs/ou=Exchange Administrative Group {(FYDIBOHF23SPDLT)/cn=Recipients/cn=userif5abel7]; Perry,
Tracy [fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF235PDLT)/cn=Recipients/cn=ffd9b082a6484fe8a70cade93a68466¢-Tracy L Perry]; Miller, Wynne
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8267862f7fead782aec32ea5fec8c19c-wymiller]; NMFS - HQ - PR5
Conference Line [noaa.gov_33333437383537302d343932@resource.calendar.google.com]; Anderson, Brian
[fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce7d6e5ad2e94b3f8f5ac4d839a6¢268-Brian Anderson];
craig_aubrey@fws.gov; ashley_stilson@fws.gov; Paula.JonesYates@noaa.gov [paula.jonesyates@noaa.gov];
Echeverria, Marietta [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=36c56b7169144626bd6aadea25992d4e-Marietta Echeverrial;
sheryl.kunickis@osec.usda.gov; Guilaran, Yu-Ting [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a698774e93e34a2b9181d4b3032b8a32-ytguilar]; lois_weliman@fws.gov;
Shultz, Gina [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=userd6a2f351]

Subject: Updated invitation: ESA/Pesticide Sr. Mgrs Call @ Thu Sep 6, 2018 8am - 9am (EDT) (echeverria.marietta@epa.gov)
Attachments: invite.ics

Location: NMFS - HQ - PR5 Conference Line

Start: 9/6/2018 12:00:00 PM

End: 9/6/2018 1:00:00 PM

Show Time As: Tentative

Recurrence: (none)

This avent has been changed,

more details »

ESMPestzmde Sr. Mgrs Call
Thu Sep 6, 2018 8am ~ Bam &

NMFS - HQ - PR5 Conference Line {map)

echeverria.marietta@epa.gov

« cathy.tortoricif@noaa.gov -
- Paula.JonesYates@noaa.gov -
« sims.diann@epa.gov

- patrice_ashfield@fws.gov

« perrytracy@epa.gov

- millerwynne@epa.gov

« anderson.brian@epa.gov

- oraig_aubrey@iws.gov

. ashley_stilson@fws.gov

- echeverria. marietia@epa.gov
. sherylkunickis@osec.usda.gov
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- guilaran.yu-ting@epa.gov
. lois_wellman@iws.gov
- Gina_Shultz@fws.gov

Changed: Agenda ilems -
First 15 minutes -

- Getling useage data on bromoxynil and prometryn for the NMFS BiOp
- Status of the Florida useage pilot

- The EPA RPA/RPM document

- FWS conversation with Regisiranis on getting useage data?

- Report to Congress (EFED)

- Letter exchange for admin record (PRD)

- Expectations on reporting out from usage meetings? (EFED)

Last 45 minutes -
- malathion consultation timeline/litigation (Just FWS/EPA)

Participant call-in details:

Personal Matters / Ex. 6

AGENDA ITEMS
- Malathion consuitation timeline

Yes - Maybe - No  more options »

11 Google Calendar

ED_002144_00005720-00002



Appointment

From: cathy.tortorici@noaa.gov [cathy.tortorici@noaa.gov]

To: sims.diann@epa.gov; patrice_ashfield@fws.gov; perry.tracy@epa.gov; miller.wynne@epa.gov; NMFS - HQ - PRS
Conference Line [noaa.gov_33333437383537302d343932@resource.calendar.google.com];
anderson.brian@epa.gov; craig_aubrey@fws.gov; ashley_stilson@fws.gov; Paula.JonesYates@noaa.gov
[paula.jonesyates@noaa.gov]; echeverria.marietta@epa.gov; sheryl.kunickis@osec.usda.gov; guilaran.yu-

ting@epa.gov; lois_wellman@fws.gov; Gina_Shultz@fws.gov [gina_shultz@fws.gov]

Subject: ESA/Pesticide Sr. Mgrs Call
Location: NMFS - HQ - PR5 Conference Line
Start: 9/6/2018 12:00:00 PM

End: 9/6/2018 1:00:00 PM

Show Time As: Tentative

Recurrence: (none)

Agenda items -

First 15 minutes -

Getting useage data on bromoxynil and prometryn for the NMFS Biop
Status of the Florida useage pilot

The EPA RPA/RPM document

- FWS conversation with Registrants on getting useage data?

- Report to Congress (EFED)

- Letter exchange for admin record (PRD)

Expectations on reporting out from usage meetings? (EFED)

Last 45 minutes -
- malathion consultation timeline/litigation (Just FWS/EPA)

Participant call-in details:

Personal Matters / Ex. 6

AGENDA ITEMS
- Malathion consultation timeline

Please do not edit this section of the description.

view your event at

~0 =

https://www.google.com/calendar/event?action=vVIEW&e1d=M2NI1cmFzOWc2ZjczMXVobGV2MihmMm5 rb 2R FMjAXODASMDZUMT T
wMDAWWIB1YZhTdmvyemThLmlheml1dHRhQGYWYSSnb3Y&tok=MjQjY2F0aHkudGOydGIyaWNpQGSVYWEUZ2920TUOY2ESMMZINZhjNZI4

OTdkZWRMMDRjM2Z1YTFmM]YONZRiNIF1NQ&ctz=Ame rica%2 FNew_York&h1=en&es=0.

~L L=
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Message

From: Anderson, Brian [/O=EXCHANGELABS/QU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CE7D6E5AD2E94B3F8F5AC4D339A6C268-BRIAN ANDERSON]

Sent: 9/5/2018 9:22:20 PM

To: Shultz, Gina [fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=userd6a2f351]; cathy.tortorici@noaa.gov [/o=Exchangelabs/ou=Exchange
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=1bdaaff0c14a4264abc82f1468af694d-
cathy.tortorici@noaa.gov]

CC: Patrice Ashfield [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user1f5abel7]; Guilaran, Yu-Ting [/o=Exchangelabs/ou=Exchange
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=a698774e93e34a2b9181d4b3032b8a32-ytguilar];
Kunickis, Sheryl [sheryl kunickis@osec.usda.gov]; Miller, Wynne [/o=ExchangeLabs/ou=Exchange Administrative
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=8267862f7fead782aec32ea5fec8c19¢c-wymiller]; Sims, Diann
[fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7¢a5706c9da345c¢5af43f0899cf3a8df-Diann Sims]; Craig Aubrey
[craig_aubrey@fws.gov]; Perry, Tracy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF235PDLT)/cn=Recipients/cn=ffd9b082a6484fe8a70cade93a68466¢-Tracy L Perry]; Lois Wellman
[lois_wellman@fws.gov]; Ashley Stilson [ashley_stilson@fws.gov]; Echeverria, Marietta
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=36c56b7169144626bd6aadea25992d4e-Marietta Echeverrial

Subject: RE: [EXTERNAL] Updated invitation: ESA/Pesticide Sr. Mgrs Call @ Thu Sep 6, 2018 8am - 9am (EDT)
(gina_shultz@fws.gov)

A few quick things.

e Report to Congress (EFED)
e letter exchange for admin record (PRD)
e Expectations on reporting out from usage meetings? (EFED)

From: Shultz, Gina [mailto:gina_shultz@fws.gov]

Sent: Wednesday, September 05, 2018 2:22 PM

To: cathy.tortorici@noaa.gov

Cc: Patrice Ashfield <patrice_ashfield@fws.gov>; Guilaran, Yu-Ting <Guilaran.Yu-Ting@epa.gov>; Kunickis, Sheryl
<sheryl.kunickis@osec.usda.gov>; Miller, Wynne <Miller. Wynne @epa.gov>; Sims, Diann <Sims.Diann@epa.gov>; Craig
Aubrey <craig_aubrey@fws.gov>; Anderson, Brian <Anderson.Brian@epa.gov>; Perry, Tracy <Perry.Tracy@epa.gov>;
Lois Wellman <lois_wellman@fws.gov>; Ashley Stilson <ashley_stilson@fws.gov>; Echeverria, Marietta
<Echeverria.Marietta@epa.gov>

Subject: Re: [EXTERNAL] Updated invitation: ESA/Pesticide Sr. Mgrs Call @ Thu Sep 6, 2018 8am - 9am (EDT)
(gina_shultz@fws.gov)

Please add malathion consultation timeline. thank you, Gina

On Wed, Sep 5, 2018 at 1:55 PM, <cathy.tortorici@noaa.gov> wrote:
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This event has been changed.

more details »

ESA/Pesticide Sr. Mgrs Call
Changed:
Agenda items -

- Getling useage data on bromoxynil and prometryn for the NMFS BiOp
- Status of the Florida useage pilot

- The EPA RPA/RPM document

- FWS conversation with Registrants on getling useage data?

Personal Matters / Ex. 6

AGENDA ITEMS
- Malathion consultation timeline

Thu Sep 8, 2018 8am ~ %am £
NMFS - HGQ - PRS Conference Line (map)

gina_shultz@fws.gov

» cathy.tortorici@noaa.qgov - »
- Paula.JonesYates@noaa.gov -
» patrice_ashfield@fws.gov

- guilaran.yu-ting@epa.qov

» sheryl.kunickis@osec.usda.gov
- miller.wynne@epa.gov

» sims.diann@epa.gov

- craig aubrey@fws.gov

- anderson.brian@epa.gov

. perry.tracy@epa.gov

- lois_wellman@fws.gov

. Gina Shultz@fws.gov

. ashley stilson@iws.gov

. echeverria.marietta@epa.gov

Yes - Maybe - No more options »

m Google Calendar

gina shultz@fwé'.qov

urt gina shulz@fws. gov beg

1o hitps: /iwww.google.comicalendar/ ar

s Learn More
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Message

From: Villanueva, Philip [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=93ADAF07438A402FAA959BB6D04E7D86-VILLANUEVA, PHILLIP]

Sent: 4/27/2017 2:19:28 PM

To: Gina_Shultz@fws.gov [gina_shultz@fws.gov]; sheryl.kunickis@osec.usda.gov; Guilaran, Yu-Ting
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a698774e93e34a2b9181d4b3032b8a32-ytguilar]; Patrice Ashfield
[/o=Exchangelabs/ou=Exchange Administrative Group (FYDIBOHF235PDLT)/cn=Recipients/cn=userlf5abel7];
cathy.tortorici@noaa.gov [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bdaaff0c14a4264abc82f1468af694d-cathy.tortorici@noaa.gov]; Pease,
Anita [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dbbefdb4951144499885d4cdf88d46d0-Anita Pease]; Echeverria, Marietta
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=36¢56b7169144626bd6aadea25992d4e-Marietta Echeverrial;
kayla_miller@fws.gov; Dumas, Richard [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=082146a785ef4acd8bad309466dd313a-Richard P. Dumas]; Perry, Tracy
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ffd9b082a6484fe8a70cade93a68466¢-Tracy L Perry]

Subject: RE: Invitation: ESA/Pesticide Senior Managers @ Weekly from 8am to 9am on Thursday (EDT)
(villanueva.philip@epa.gov)

Attachments: Wiley Rein letter comments comparison.xisx

All,

Please find attached a chart with the summarized comments in the front portion of three chemical-specific analyses
attached to the Wiley Rein letter. They are pretty consistent across chemicals.

Phil

EEEEEEEEEEESEEEEEESEEEEEEEEEEEE L EEEEE SR EEEE S

Philip Villanueva, Chief

Environmental Information Support Branch
Environmental Fate and Effects Division
Office of Pesticide Programs, U.S. EPA
1200 Pennsylvania Avenue, NW (7507P)
Washington, DC 20460

phone: (703) 308-8665

mobile: {(571) 319-3318

fax:  (703) 305-0204

e-mail: villanueva.philip@epa.gov
kkkokkskskkkskskhskokskskkokskskskkoksk sk k ks sk Rk skok sk sk sk sk sk sk e sk sk sk ok

Visit OPP at www.epa.gov/pesticides/

From: Gina_Shultz@fws.gov [mailto:gina_shultz@fws.gov]

Sent: Thursday, March 09, 2017 9:23 AM

To: Gina_Shultz@fws.gov; sheryl.kunickis@osec.usda.gov; Guilaran, Yu-Ting; Patrice Ashfield; cathy.tortorici@noaa.gov;
Pease, Anita; Echeverria, Marietta; kayla_miller@fws.gov; Dumas, Richard; Villanueva, Philip; Perry, Tracy

Subject: Invitation: ESA/Pesticide Senior Managers @ Weekly from 8am to 9am on Thursday (EDT)
(villanueva.philip@epa.gov)

When: Thursday, April 27, 2017 8:00 AM-9:00 AM America_/New_York.

Where:g Personal Matters / Ex. 6
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more details »

EﬁMPestacsde Senior Managers
Yhen Weekly from 8am to 9am on Thursday

Personal Matters / Ex. 6 !
hitps://plus.google.com/hangouts/ /doi.gov/gina-shultz

villanueva. philip@epa.gov

» Gina_Shultz@fws.gov - o
« lois_wellman@fws.gov - ¢
» sheryl kunickis@osec.usda.gov
« guilaran.yu-ting@epa.gov

» patrice_ashfield@iws.gov

» cathy.torforici@noaa.gov

- pease.anita@epa.gov

. echeverria. marietta@epa.gov
- kavla_miller@fws.gov

. dumas.richard@epa.gov

- villanueva.philip@epa.gov

. perrylracy@epa.gov

* All events in this series: Yes - Maybe - No more options »

. Learn More
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Message

From: Miller, Kayla [kayla_miller@fws.gov]
Sent: 5/18/2017 1:15:08 PM
To: Echeverria, Marietta [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=36c56b7169144626bd6aadea25992d4e-Marietta Echeverrial; Pease, Anita
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dbbef4b4951144499885d4cdf88d46d0-Anita Pease]; Villanueva, Philip
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=93adaf07438a402faa959bb6d04e7d86-Villanueva, Phillip]; Dumas, Richard
[fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=082146a785ef4acd8bad309466dd313a-Richard P. Dumas]; Kunickis, Sheryl -
OSEC [sheryl.kunickis@osec.usda.gov]; cathy.tortorici@noaa.gov [/o=ExchangelLabs/ou=Exchange Administrative
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=1bdaaff0c14a4264abc82f1468af694d-cathy.tortorici@noaa.gov];
Perry, Tracy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ffd9b082a6484fe8a70cade93a68466¢-Tracy L Perry]

cC: Shultz, Gina [fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF235PDLT)/cn=Recipients/cn=userd6a2f351]; Craig Aubrey [craig_aubrey@fws.gov]; Patrice Ashfield
[/o=Exchangelabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user1f5a6el7]

Subject: FWS Pest Consultation 101 Presentation to Politicals

Attachments: DOI Politicals Presentation National Pesticide Consultation.pptx

Hello All,

There is now only one chlorpyrifos arachnids scorecard on Sharepoint. Attached is the presentation Gina gave
on Monday to the FWS political team.

Thanks,
Kayla

Knauss Fellow 2017-2018
Special Assistant to the Deputy Assistant Director, Ecological Services
U.S. Fish and Wildlife Service

5275 Leesburg Pike
Falls Church, VA 22041-3803
703-358-1898
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Message

From: Ashfield, Patrice [patrice_ashfield@fws.gov]
Sent: 8/22/2018 8:57:47 PM
To: Echeverria, Marietta [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=36¢56b7169144626bd6aadea25992d4e-Marietta Echeverrial; Miller, Wynne
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8267862f7fead782aec32ea5fec8c19c-wymiller]; Anderson, Brian
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce7d6e5ad2e94b3f8f5ac4d839a6c268-Brian Anderson]

cC: Shultz, Gina [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=userd6a2f351]
Subject: Draft Timeline

Attachments: Mala Draft consult timeline.xlsx; Draft timeline for malathion BO_Aug 2018 pma.docx

Dear Folks-
Attached 1s our draft timeline for the malathion consultation. Talk to you tomorrow!
pma

Fatrice M. Ashfield

Branch Chief for Nationa! Peasticide Consultations
Headguarters, Fish and Wilkdlife Service

5275 Leeshurg Pike, MBES

Falls Church, WA 22041

{70%) 358-2478 office
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Message

From: Aubrey, Craig [craig_aubrey@fws.gov]
Sent: 8/16/2018 3:17:21 PM
To: Echeverria, Marietta [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=36c56b7169144626bd6aadea25992d4e-Marietta Echeverrial; Shultz, Gina
[/o=Exchangelabs/ou=Exchange Administrative Group {(FYDIBOHF23SPDLT)/cn=Recipients/cn=userd6a2f351];
Patrice Ashfield [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user1f5a6el7]

Subject: White paper for discussion this pm

Attachments: FWS_EPA_ActionArea_lssue 08.16.2018 FWS comments v2.docx

Marietta, pls see attached for this pm. talk tou at 1.

Craig

Craig W. Aubrey

Chief, Division of Environmental Review
Ecological Services Program

U.S. Fish and Wildlife Service Headquarters
Ecological Services, MS: ES

5275 Leesburg Pike

Falls Church, VA 22041-3803

703-358-2171 (general)

703-358-2442 (direct)
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Message

From: Cathy Tortorici - NOAA Federal [cathy.tortorici@noaa.gov]
Sent: 4/13/2017 9:03:07 PM
To: Gina Shultz [gina_shultz@fws.gov]; Patrice Ashfield [fo=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=user1f5a6el7]; Pease, Anita [fo=Exchangelabs/ou=Exchange Administrative
Group {FYDIBOHF23SPDLT)/cn=Recipients/cn=dbbef4b4951144499885d4cdf88d46d0-Anita Pease]; Kunickis, Sheryl
[Sheryl.Kunickis@osec.usda.gov]; Echeverria, Marietta [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF235PDLT)/cn=Recipients/cn=36c¢56b7169144626bd6aadea25992d4e-Marietta Echeverrial; Villanueva,
Philip [fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=93adaf07438a402faa959bb6d04e7d86-Villanueva, Phillip]

Subject: Fwd: Letters to Secretary Ross, Secretary Zinke, and Administrator Pruitt from Dow AgroSciences LLC, ADAMA, and
FMC Corporation

Attachments: Letters to Secretary Ross, Secretary Zinke, and Administrator Pruitt 4-13-17.pdf

Just in case you missed this letter.

Cathy Tortorici

Chief, ESA Interagency Cooperation Division
Office of Protected Resources

NOAA's National Marine Fisheries Service
1315 East-West Highway

Silver Spring, MD 20910

(w) 301.427 8495

(c) 301.602.2193

cathy.tortorici(@noaa.gov
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WASHINGTON, of 20408

PHONE 20273187008

www.wileyrein. com

David B, Weinberg
April 13, 2017 02.718.7102
DWeinberg@wilayrein.com

The Honorable Wilbur Ross
Secrgtary

LS, Department of Commerce
1401 Constitution Avenue, NW
Washington, DC 20230

Re:r  “Fial” Chlorpyrifos, Digzinon, and Malathion Biological Evaluations Sent
by EPA to National Marnne Fisheries Service on January 18, 2017

Dear Secrgtary Ross;

Wi are writing on behalf of our chients Dow AgroSciences, LLC ("DAS™,
Makhteshim Agan of North Amernica, Inc., d/b/a ADAMA ("ADAMA™), and FMC
Corporation (CFMC™Y (together, the “OF Registrants™), to request that you (D
instruct the Acting Assistant Administrator for the National Marine Fisherios
Service ("INMFES™) to return to the ULS. Environmental Protection Agency ("EPA™)
three Biological Evaluations (“BEs”) that EPA transmitied to NMFES on January 1§,
2017, (2) divect that any effort to prepare biological opinions based on them be set
aside; and (3} as soon as is reasonably possible (as explained further below), direct
legal counsel representing NMES in MW Coalition for Alternatives o Pesticides, gt
ol v, Nationa! Mavine Fisheries Service, No, 07-cv-01791 (W D, Wash ) ("NCAP
v, NAES™), 1o file a motion requesting modification of the extsting stipulated
settlement agreement to extend the deadline for NMFS o complete nationwide
organophosphate COPT) biologieal opinions.

Our clients and their affiliates hold EPA registrations for products
containing one or more of the OF pesticide active ngredients that ave the subject of
the BEs (chlorpyrifos, diazinon, and malathion). The BEs are documents from EFA
required by the “Interim Approaches” adopted dunng the Ubama Adminsiration in
an effort fo resolve controversies regarding the relationship between pesticide
regisiration activities under the Federal Insecticide, Fungicide, and Hodenticide Act
CFIFRA™ and activitios of EPA and the Departimenis of Commerce and the
Intertor under the Endangered Species Act (“ESAY

Vinterim Approsches for National-Level Pesticide Endangered Species Aot Assessments Based on
the Recommendations of the National Academy of Sciences April 2013 Report, ovailuble o
hltps S www spa govisites/rodustion Tile s/

0500 docunents interazeney. ndf
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Page 2

Our clients beligve that the Interim Approaches are fundamentally flawed
and should be set aside. Drafts of the BEs were released for public review in April,
2016, Substantial comments submitted on those drafts explained the reasons for cur
chients” view and demonstrated the many flaws n the drafl documents.

When EPA sent final versions of the BEs to NMFS, the Agency conceded
that it had not responded to most of the comments it had received. This is
confirmed in the three reports from expert consultants to our chients that are
enclosed with this letter. Those coraments also demonstrate that EPA has not even
correctly applied in the BEs the processes described as the Interim Approaches.

We will not belabor here the matters addressed in the enclosed reports. But
representative examples of the BEsS™ flaws include the following:

¢ A major lack of tranaparency necessary for evaluation and
reproduction of results,

. Inclusion of proposed and candidate species that are not
afforded protection under ESAL

g Many studies selected by EPA as sources of information on effects
and exposure were not evaluated for data guality and relevance.
When evaluated, many evaluations did not follow EPA"s own study
quality criferia. In addition, many scientifically valid, registrant-
submitted studies were not evaluated by the Agency, with no
explanation. This 18 not Justitied and 1s contrary 10 EPA’s own
guidance and the recornmendations made by the National Academy
of Sciences.

. Effects determinations werve made assuming that product may be
apphied anywhere in the Urnited States, without consideration of
distinctions between use patterns, timing of applications, locations of
use, and presence of listed species and critical habitats,

° Compounding of conservatism in the assessment of exposure,
resulting in unvealistically high and sometimes physically impossible
estimates.

ED_002144_00005742-00002



Aprid 13, 2017
Page 3

» Fallure to consider appropriate Hnes of evidence, as recommended by
the National Academy of Sciences, in order to determine the
likelihood of an effect cccwring.

EPA sought to excuse its failure to properly revise the drafis or otherwise

respond to comments by asserting that the revisions were precluded by a legal
obligation to complete biological opinions based upon the BEs by December 31,
2017.% That position is incorrect. EPA is not bound by any such obligation,

EPA presumably based its assertion on stipulations entered in court cases by
NMES and the ULS, Fish and Wildhife Service ("FWS”) The one of those
stipulations to which NMFES was a party did comumit NMFS o complete g
nationwide OP biclogical opinion by December 31, 2017, Stipulation and Oxrder to
Amend the Stipulated Settlement Agreement Affirmed by this Court on Angust 1,
2008, NCAP v NMES (W .1, Wash,, May 21, 2014), Dkt. No. 50, at 6.° But a party
to g settlement agresment may request, by motion, that the court modify the
settlement agreement for any “reason that justifies rebiel”™ Fed, R Civ, P60,
Thus, rather than issue flawed Bhs, EPA could have asked NMFES to seek to modify
the NCAP v NMFPY settfement agreement deadline so EPA could adequately fulfill
its own statutory obligations,

Y Ofice of Chemical Safery and Pollution Prevention’s Response 1o Comments on the Draft
Biological Evaluations for Chlorpyrifos, Diazinon, and Malathion, a1 2 {lan, 17, 2007, avaifabie of
hitpsywwwl epagovipssticides/ nas/iinalresponse-to-comments.pdf In failing to “explain or
support several assumphions critical o i3 conclusions,” EPA viclated the Fourth Ciroudt Court of
Appeals” direction that an agency acting to implement the ESA must explain its analvsis “with
sufficient olarity™ o allow stakeholders o determine whether the analysis is “the product of reasonsd
decisionmaking.” Dow AgroSciences LLC v Nov'l Mavine Fisheries Serv 707 F3d 462, 464, 473
{4th Civ. 20133 For example, EPA relied on several data sets that it does not dispute are incomplats
and/or inaccgssible. But # never “cogently explainfed] why ™ fd ar 473,

H

* The FWS entered inte an analogous stipulation in Cenfer for Biclogical Diversiiy v, U.S Fish and
Witdiife Nervice of of. See Btipulation Amending Original Stipulated Settlernent and Order, No. -
ov-S 108 (.0, Cal, July 28, 2004, Dkt Mo, 87 {"Amended Stipulated Senlement™). But that
stipudation exprassly states that FWS “is not obligated to” complate OP consultations by Decamber
3E 20107, and 3t provides that if thers wers 10 be a delay the parties would meet and confer to discuss
appropriate actions and, i nocessary, petition the Court to resolve any dispuie. Amended Stipuiated
Settlement at 425, We recently have written 1o Seoratary Zinke about the need to addrass the issues
ratsed by that settlement.
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We recently have writien to EPA Admintstrator Pruitt asking that he
withdraw from NMEFS the three BEs at issue, However, we urge that you not await
that action. Instead, our clients respectfully request that vou promptly return the
BEs to EPA and direct that any effort to prepare biological opinions based on them
be set aside. Chur chients similarly request that once vou, FWE, EPA and
presumably the U8, Department of Agniculture {which was a party fo the
development of the “Interim Approaches™) have determined how the new
Administration 1s going o address the “Interim Approaches™ and, more broadly, the
issue of FIFRA-ESA integration, vou direct the legal counsel representing NMFES to
file a motion to modify the NUAP v NUFS settlement agreement to extend the
deadline for nationwide OP biological opinions and take any other appropriate
action, and provide EPA with additional time to prepare the BEs,

Thank vou for vour prompt attention to these requests.

Sincerely,

s
.4//
/ ;i;‘ &
David B, Wainberg

Counsel to Dow AgroSciences, LLO,
Makhteshim Agan of North Americs,
Inc., dfb/a “ADAMA™ and FMC
Corporation

bEnclosures
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April 13,2017
Page 5

ce (without attachments except as noted):

The Honorable Scott Prugtt, Administrator of the United States Environmental
Protection Agency

The Honorable Ryvan Jinke, Seoretary of the United States Department of the
Interior

The Honorable Michael Young, Acting Deputy Secretary of the United States
Department of Agriculiure

The Honorable Jim Kurth, Acting Director of the Fish and Wildlife Service
{with attachiments)

The Honorable Samuel D, Rauch, U, Acting Assistant Administrator for the
National Marine Fisheries Service

The Honorable John Barrasso, Chairman, Senate EPW Commniites

The Honorable Tom Carper, Ranking Member, Senate EPW Committes

The Honorable Rob Bishop, Chairman, House Committes on Natwral Resources

The Honorable Raul Grijalva, Ranking Member, House Committee on Natural
Resources

The Honorable Pat Roberts, Chairman, Senate Comnities on Agnculiure,
Nutrition and Forestry

The Honorable Debbie Stabenow, Ranling Member, Senate Committes on
Agriculture, Nutrition and Forestry

The Honorable Michae!l Conaway, Charman, House Comtmitiee on Agriculture

The Honorable Collin Peterson, Ranking Member, House Commitiee on
Agriculture

D, Sheryl H. Kunickis, Divector, Office of Pest Management Policy, United
States Department of Agriculture

Mr. Ray Starling, Special Assistant to the President for Agriculture, Trade and
Food Assistance (with atischments)

Mr. Richard Keigwin, EPA OPP {with attachmends)

Mr. George Oliver, DAS

Ms. Laura Phelps, ADAMA

Mr. Paul Whatling, FMC
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The Honorable Ryan Zinke

Secrotary

1.5, Department of the Interior

1849 C Strest, NW

Washington, DO 20240

David B. Weinberg
2 TLH.7L02
BWeinberg@wilayrain. com

Re:  “Final” Chlorpyritos, Diavinon, and Malathion Biological Evaluations Sent

by EPA to Fish and Wildlife Service on January 18, 2017

Prear Secretary Zinke:

We are writing on behalf of our clients Dow AgroSciences, LLC ("DAS™),
Makhteshim Agan of Morth Americs, Inc., &/bia ADAMA CADAMA™Y, and FMC
Corpovation (“FMOC™) (together, the “OF Registrants™), to request that you (1)
instruct the Acting Director of the Fish and Wildhife Service ("FWE™Y to veturn to
the LS. Environmental Protection Agency ("EPA”) three Biological Evaluations
{“BES") that EPA transmitted to FWS on January 18, 2007, (2) divect that any effort
to prepare biclogical opinions based on them be set aside; and (3) direct legal
counsel representing FWS in Center for Biological Diversity v, US. Fish and
Wildiife Service et o, No, 11-cv-3108 (N.D., Cal) ("CBD v, FIS™), to meet and
confer on a timely basis with counsel for the other parties o that case, a5 required
by Paragraph 4(ci{1) of the Stipulation Amending Original Stipulated Settlement
and Ovrder approved by the Court on July 28, 2014 (the "Supulated Settlement™), to
discuss further sctivity in that case. See Stipulated Settlement, CBD v FIWS, Dkt

Mo, 87,

Our clients and their affiliates hold EPA registrations for products
containing ong or more of the organophosphate COPT) pesticide active ingredionts
that are the subject of the Bls (chlorpyrifos, diazinon, and malathion). The BEs are
documents from EPA required by the “Interim Approaches” adopted during the
(bama Administration in an effort to resolve controversies regarding the
relationship between pesticide registration activities under the Feders! Insecticide,
Fungicide, and Rodenticide Act ("FIFRA™) and activities of EPA and the
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Departments of the Intenior and Commerce under the Endangered Species Act
CESA™.!

Our clients believe that the Interim Approaches are fundamentally flawed
and should be set aside. Drafis of the BEs were released for public review in April,
2016, and substantial cornments submitied on those drafty explained the veasons for
our chients” view and demonstrated the many flaws in the draft documents,

When EPA sent final versions of the BEs to FWS, the Agency conceded that
it had not responded to most of the comments it had received, This is confirmed in
the three reports from expert consultants to our chients that are enclosed with this
letter. Those comments also demonstrate that EPA has not even correctly applied
in the BEs the processes deseribed as the Intenim Approaches,

We will not belabor here the matters addressed in the enclosed repovts. But
some representative examples of the BEs™ flaws include the following:

® A major lack of transparency necessary for evalvation and
reproduction of results.

. Inclusion of proposed and candidate species that are not
afforded protection under ESA.

. Many studies selected by FPA as sources of information on effects
and exposure were not evaluated for data quabity and relevance.
When evaluated, many evaluations did not follow EPA"s own study
quality criteria. In addition, many scientifically valid, registrant-
submitted studies were not evaluated by the Agency, with no
explanation. Thig is not justified and 18 contrary to FPA’s own
guidance and the recommendations made by the National Academy
of Sciences.

o Effects determinations were made assuming that product may be
applied anvwhere in the United Siates, without consideration of

Unterim Approaches for National-Level Pesticide Endangered Speciss Aot Assessments Based on
the Recommendations of the National Academy of Sciences April 2013 Report, ovailuble ar
Wpsyfwwer epa sovisiies oroduction files 20 5-07 documents/interagengy pdf
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distinctions between use patiems, iming of applications, locations of
use, and presence of listed species and oritical habitats,

o Compounding of conservatism in the assessment of exposure,
resulting in unrealistically high and sometimes physically impossible
estimates,

. Falure to consider appropriate lines of evidence, as recommended by
the Mational Academy of Sciences in order to determing the
likebhood of an effect occurring.

FPA sought to excuse s fulure (o properly revise the drafis or otherwise
respond 0 comments by asserting that the revisions were precluded by a legal
ohligation to complete biclogical opinions based upon the BEs by Diecember 31,
20177 That position is incorrect. EPA is not bound by any such obligation.

EPA presumably based 18 assertion on stipulations entered in court cases by
FWS and the National Marine Fisheries Service ("NMFS™)., The one of those
gtipulations to which FW$S was g party did express an intent to complete &
mtionwidﬁ O? biological opénif’sn by Drecember 31, 2017, See CBD v FIWN
Stipulated Settlement at 3.7 But it also expressly smtui that FWS “is not obligated
to” compie }E consultations by then, and provided that if there were to be a delay

“ Office of Chemical Safery and Pollution Prevention’s Response to Comments on the Drafl

Biologica! Evaluations for (‘h orpyrifos, Diazinon, and Malathion, at 2 {Jan. 17, 2007), available uf

W EDE.E0Y nes fnalresponse-fo-comuments.pdf. In fatling o “explain or
suppart cmmi assumnphions cnifical to s conclusions,” EPA vicdated the Fourth Cireuit Court of
Appeals’ diraumn that an agency acting (o implement the ESA must explain i analysis “with
sufficient charity™ to allow stakeholders i determine whether the analysis is “the product of reasoned
decisionmaking.” Dow AdgroScisaces LLC v Nar'l Marine Fisheriex Serv., 707 F.3d 462, 464, 473
{4th Cir. 20133 For exampls, EPA refied on several data sets that i1 does not disputs are incomplete
andior inaccessible. But it never “cogenthy explainfed] why ™ fd st 473,

* The National Marine Fisheries Service emered into an analogous st’m dation in May 2014 in which
i agrsed o complete an OF biological opinion by Decamber 31, 2017, See iizpuiatmn and Order to
amend the Stipulated Settlement Agreement Affirmed by this Court on August 1, 2008, ¥
Coatition for Alternaiives to Pesticides, of ol v. Natl Marine Fisheries ey, No, §7-0v- 01791
{W. D Wash,, May 21, 2014}, Dkt No. 50, at g
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parties would meet and confer to discuss appropriate actions and, H necessary,
petition the Court to resolve any dispute. fd at 4-5.

We recently have written to EPA Administrator Pruitt asking that he
withdraw from FWS the three BEs at issue. However, we urge that vou not await
that action. Instead, our clients respectiully request that vou promptly return the
BEs to EPA and divect that any effort to prepare biological opinions based on them
be set aside. Our clients similarly request that once vou, NMFS, EPA, and
presurmably the ULS. Department of Agriculture (which was a party to development
of the “Interim Approaches™) have determined how the new Administration is going
to address the “Interim Approaches” and, more broadly, the issue of FIFRAESA
integration, vou divect the legal counsel representing FWS in CED v FIFS to meet
and confer on a imely basis with counsel for the other parties to that case to discuss
appropriate further actions,

Thank you for vour prompi attention to these requests.

Sincerely,

David B /

Counsel 1o Dow AgroSciences, LEL
Malkhteshim Agan of North America,
Inc, dfbia "ADAMA”, and FMC
Corporation

cinberg

Enclosures
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Page &

ce {without attachments except as noted):

The Honorable Scott Pruitt, Administrator of the United States Environmental
Protection Agency

The Honorable Wilbur Ross, Seerctary of the United States Department of
Commerce

The Honorable Michae! Young, Acting Deputy Secretary of the United States
Department of Agricalture

The Honorable Jim Kurth, Acting Director of the Fish and Wildlide Service
{with attachments}

The Honorable Samuel I Rauch, 1T, Acting Assistant Administrator for the
MNational Marine Fisheries Service

The Honorable John Barrasso, Chairman, Senate EPW Committes

The Honorable Tom Carper, Ranking Member, Senate EPW Commities

The Honorable Rob Bishop, Chairman, House Commitiee on Natural Resouroes

The Honorable Raul Grijalva, Ranking Member, House Commitiee on Natural
Kesources

The Honorable Pat Roberts, Chairman, Senate Commities on Agriculture,
Nutrition and Forestry

The Honorable Debbie Stabenow, Ranking Member, Senate Commitize on
Agriculture, Nutribon and Forestry

The Honorable Michael Conaway, Chatrman, House Committes on Agriculiure

The Honorable Collin Peterson, Ranking Member, House Commitice on
Agriculture

D, Shervl Ho Kunickis, Director, Office of Pest Management Policy, United
States Department of Agnculiure

Mr. Ray Starling, Special Assistant to the President for Agronlure, Trade and
Food Assistance (with atiachments)

Mr, Richard Keigwin, EPA OPP (with attachments)

Mr. George Oliver, DAS

Ms. Laura Phelps, ADAMA

Mr, Paul Whatling, FMC
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1TEE K GTREEY MW
WASHINGTON, D 20008
FHONE 20273187000

www.wileyreln com

David B. Weinberyg
202.71%.7102
Dweinberg@wilsyrein.com

The Honorable Scott Praitt

Administrator

United States Environmental Protection Agency
1200 Pennsylvania Avenue, NW

Washington, DC 20460

“Final” EPA Chlovpyrifos, Diazinon, and Malathion Biological Evaluations
Released on January 18, 2017

Dear Mr. Admanistrator:

We are writing on behalf of our clients Dow AgroScaiences, LLC (“DAS™),
Makhteshim Agan of North Amenica, Inc., d/b/a ADAMA (CADAMA™), and FMO
Corporation ("FMO™) (fogether, the "OP Registranis™), 1o request that vou
withdraw from the Fish and Wildlife Service ("FWS”
Fisheries Service ("NMFES™) Gointly, “the Services™) three Biological Evaluations
{(“BEs™) that the Environmental Protection Agency ("EPA™)Y transmitted o them on
January 18, 2017

}and National Marine

Our clients and therr affiliates hold EPA registrations for products
containing one or more of the organophosphate (“OP”) pesticide active ingredients
that are the subject of the BEs: chlorpyrifos, diazinon, and malathion,

Our chients are unclear about the Administration’s infentions related to the
ongoing controversy regarding the intersection between pesticide registration
activities under the Federal Insecticide, Fungicide,
and activities of EPA and the Services under the
We would welcome the opportunity to discuss that issue with vou., However, our
chents” immediate concern is with the fundamenial scientific unsoundness of the

and Rodenticide Act ("FIFRA™)
ndangered Species Act ("ES

The BEs purportedly were prepared in accordance with the “Interim
Approaches” to FIFRA-ESA issues adopted by the Obama Administration in
November, 2013, Our clients believe that the Interim Approaches are

frterim Approaches for MNational-Lavel Pesticide Endangered Species Aot Assessments Based on
ammendations of the National Academy of Sciences April 2013 Report, avsilable o

Fidosumens/inis

&

WY eRa. ROV sty orodustion
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tfundamentally flawed and shonld be set aside. Bach client filed subsiantial
comments on drafts of the BEs that were released for public review in April, 2016
Those comments document our clients” views., Yet EPA conceded in i85 response to
these comments that it did not address most of them in the final versions of the BEs,

Reviews of those “final” BEs, enclosed with this letter, confirm this fact. It
also demonsirates that the Ageney did not correctly apply processes described in the
Interim Approaches. Below are what owr clients consider some of the most
egregious examples of these shortcomings of the BEs:

. A major lack of transparency necessary tor evaluation and
reproduction of resulis.

° Inclusion of proposed and candidate species that are not
afforded protection under the ESA.

. Many studies selected by EPA as sources of information on effects
and exposure were not evaluated for data quality and relevance.
When evaluated, many evaluations did not follow BEPA s own study
quality critevia. In addition, many scientifically valid, registrant-
submitted studies were not evaluated by the Agency, with no
explanation. Thig is contrary o BEPA’s own guidance and the
recommendations made by the National Academy of Bciences.

» Effects determinations were made assuming that product may be
applied anywhere in the United Btates, without consideration of
distinctions between use patterns, timing of applications, lecations of
use, and presence of listed species and critical habitats,

. Compounding of conservatism in the assessment of exposure,
resulting in unprealistically high and sometimes physically impossible
estimates.

. Failure to consider appropriate lines of evidence, as recommended by

the National Academy of Sciences, o determine the likelthood of an
effect ocourring.

EPA’s submission of the BEs in their current form 15 improper in light of
both these facts and the many other oritical comments EFA has received from the
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OP Registrants, farmers, agriculture organizations, public health officials,
professional pest control applicators, and others.

Furthermaore, in failing to “explain or support several assumptions critical to
its conclusions,” BEPA viclated the Fourth Circuit Court of Appeals” direction that
an ggency acting to tnplement the ESA must explain its analysis “with sufficient
clarity™ 1o allow stakeholders to determine whether the analysis is “the product of
reasoned decisionmaking.” Dow AgroSciences LLC v Nat'l Marine Fisherics
Serv., 707 F3d 462, 464, 475 {dth Cw. 20133 For w&arzp? EPA relied on several
data sets that it does not dispute are inmm;ﬂetc and/or inaccessible. But it never
“eogently explainfed] why” Jd a1 473,

EPA sought to excuse i3 fatlure to properly revise the drafis or otherwise
respond o comments by asserting that the revisions were precluded by a legal
obligation to complete biological opinions based upon the BEs by December 31,
20177 That position is incorrect, EPA is not bound by any such obligation.

EPA presumably based ity assertion on stipulations entered in court cases by
NMES and FWE, The one of those stipulations to which NMFES was a party did
commit NMFS to complete a nationwide OF biological opinion by December 31,
2017, Supulation and Order to Amend the Stipulated Settlement Agreement
Atfirmed by this Court on August 1, 2008, NB Coalition jfor fi!i’fﬁ?aii ves {0
FPestivides, ef ol v, Notional Marine Fisherigs Service, No. 07-cv-01791 (W.13,
Wash,, May 21, 2004 ONCAP v NAMES”), Dl Mo, 30, 8t 6, Butapartv o s
settloment zzgm@mcni may request, by motion, that the cowrt modity the settlement
agreement for any “reason that justifies relief” Fed, R Civ. P 60, Thus, rather
than issue flawed BEs, EPA could have asked NMFES o file 3 motion to modify i‘hs:
NCAP v, NMES settlement agreement de adling so EPA could adequately fulfill
own statutory obligations.® Our clients believe there is significant fimummmmn (0
support a deadline change.

Y (3ffice of Chemical Safery and Pollution Prevention’s Response to Comments on the Draft
Biclogisal Evaluations for © hh);p\nfm Diazinen, and Malathion, at 2 {Jan. 17, 2007}, avadoble w

hitns govinestcides/ e/ Tinalresponse-o-commenis. pdf,

P S e

FEWE entered Info an analogous stipulation in Cewver for Biological Divessity v 105 fmf: c:mi
Wildlife Service of i, See Stipulation Amending Orw;mi %pu]«tm Settlement md Order, Mg, -
ov-5108 (N.D. Cal, July 28, 2014}, Dkt No. 87 ("Amended Stipulated Settloment™). Bue Em
stipulation sxpressly states that FWS “is not obligated 0™ complete OGP consultations by Decamber
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Finally, EPA compounded its error by taking the position that it would not
revisit these BEs even while acknowledging theily shortcomings. BEPA cannot dodge
its ESA statutory obligation to rely on the “best scientific and commaereial data
available.” At this point, EPA should withdraw the BEs from the Services and
teave it to NMES 1o address the existing settlement agreement deadline.

We recently have writlen to Secretaries Ross and Zinke asking that they
similarly direct NMFES and FWE, respectively, to veturn the BEs to EPA and halt
any work on preparation of biological opinions based on them, but urge that vou not
await theilr actions before withdrawing the Bls

Thank vou for vour prompt attention o this reguest.

Sincercly, e

fravid B. Widinberg

Counsel to Dow AgroSciences, LLO;
Makhteshim Agan of North America,
Inc., dibda “ADAMA™, and FMC
Corporation

Enclosures

3, 2007, and # provides that if there wers o be a delay the parties would meet and confor 1o discuss
appropriate actions and, i necessary, petiion the Cowrt 1o vesobve any dispule. Amended Stipalated
Settlement at 4-5,

CESA Section 7)), 16 US.C§ 1538{0.
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co {without aftachments except as indicated);

The Honorable Byan Zinke, Secretary of the United States Department of the

Interior
The Honorable Wilbur Ross, Secrgtary of the United States Department of
Commerce

The Honorable Michael Young, Acting Deputy Secretary of the United States
Department of Agriculture

The Honorable Jim Kurth, Acting Director of the Fish and Wildhife Service
{with attachments)

The Honorable Samuel D2, Rauch, 1L Acting Assistant Administrator for the
MNational Marine Fisheries Servios

The Honorable John Barrasso, Chairman, Senate EPW Committes

The Honorable Tom Carper, Ranking Member, Senate EPW Commitiee

The Honorable Rob Bishop, Chairman, House Commiftee on Natural Resources

The Honorable Raul Grijalva, Ranking Member, House Commities on Natural
Resources

The Honorable Pat Roberty, Chairman, Senate Committee on Agriculture,
Muirition and Forestry

The Honorable Debbie Siabenow, Ranking Member, Senate Commitice on
Agriculture, Nutrition and Forestry

The Honorable Michael Conaway, Chairman, House Commitiee on Agriculture

The Honorable Collin Peterson, Ranking Member, House Commitice on
Agriculture

Dr. Sheryl H. Kuniekis, Director, Office of Pest Management Policy, United
States Department of Agniculture

Mr. Ray Starling, Special Assistant to the President for Agriculiure, Trade and
Food Assistance (with attachments)

Mr, Richard Keigwin, EPA OFP (with attachments)

Mr. George Oliver, DAS

Ms. Laura Phelps, ADAMA

Mr. Paul Whatling, FMO
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Message

From: Cathy Tortorici - NOAA Federal [cathy.tortorici@noaa.gov]
Sent: 7/13/2018 8:33:03 PM
To: Guilaran, Yu-Ting [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=a698774e93e34a2h9181d4b3032b8a32-ytguilar]; Echeverria, Marietta
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=36c56b7169144626bd6aadea25992d4e-Marietta Echeverrial

CC: Tony Hawkes [tony.hawkes@noaa.gov]; Thomas Hooper - NOAA Federal [thomas.hooper@noaa.gov]; David Baldwin
- NOAA Federal [david.baldwin@noaa.gov]; Cathy Laetz - NOAA Federal [cathy.laetz@noaa.gov]; Julann Spromberg -
NOAA Affiliate [julann.spromberg@noaa.gov]; Daniel Pollak - NOAA Federal [daniel.pollak@noaa.gov]; Shultz, Gina
[/o=Exchangelabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userd6a2f351];
Craig_Aubrey@fws.gov; Patrice Ashfield [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user1f5a6el7]; pat.shaw-allen@noaa.gov [/o=Exchangelabs/ou=Exchange
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user80b35655]; Ryan DeWitt
[/o=Exchangelabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=usere2424ebd]

Subject: NMPFS RPA/RPM presentation for our July 17, 2018 meeting at 1 pm

Attachments: NMFS BiOp RPA_RPM (7-17-18).pdf; Chapter 26 _RPA_& RPM.pdf; MAgPIE Document.pdf

Dear all -
Here is the PPT in PDF form we will be working off of for our Tuesday meeting.
The EPA concerns mentioned in the presentation come from EPA's February 21, 2018 reinitiation letter.

Ryan will set up a go to meeting for everyone along with a conference line.

We will need the names of all the managers and staft attending the meeting to make sure we include all the right
people.

Please respond to this e-mail with that information.
Thanks -

Cathy T.

Cathy Tortorici

Chief, ESA Interagency Cooperation Division
Office of Protected Resources

NOAA's National Marine Fisheries Service
1315 East-West Highway

Silver Spring, MD 20910

(w) 301.427 8495

(c) 301.602.2193

cathy.tortorici@noaa.gov
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MITIGATING THE RISKS OF PLANT PROTECTION PRODUCTS IN THE
ENVIRONMENT
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Katja Knauer, Volker Laabs, Neil Mackay, Alexandru Marchis, Elena Alonso
Prados, Wolfgang Reinert, Martin Streloke, Véronique Poulsen
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Information contained herein does not necessarily reflect the policy or
views of the Society of Environmental Toxicology and Chemistry (SETAC).
Mention of commercial or noncommercial products and services does not
imply endorsement or affiliation by the authors of SETAC.

This edition first published 2017 by the Society of Environmental
Toxicology and Chemistry.

SETAC Offices: 229 South Baylen St., 2nd Floor, Pensacola, Florida 32502
Av. De la Toison d’Or 67 b 6, B-1060 Brussels, Belgium

This work is licensed under a Creative Commons Attribution-Non
Commercial 4.0 International License.

For details about the Society of Environmental Toxicology and Chemistry,
please visit www.setac.org

ISBN: 978-1-880611-99-9

Cover image: Republished with permission from Agroscope.
Photo credit: Agroscope

ED_002144_00005745-00006



SETAC Publications

Books published by the Society of Environmental Toxicology and
Chemistry (SETAC) provide in-depth reviews and critical appraisals on
scientific subjects relevant to understanding the impacts of chemicals and
technology on the environment. The books explore topics reviewed and
recommended by the Publications Advisory Committee and approved by
the SETAC World Council for their importance, timeliness, and
contribution to multidisciplinary approaches to solving environmental
problems. The diversity and breadth of subjects covered in the series
reflect the wide range of disciplines encompassed by environmental
toxicology, environmental chemistry, hazard and risk assessment, and life
cycle assessment. SETAC books attempt to present the reader with
authoritative coverage of the literature, as well as paradigms,
methodologies, and controversies; research needs; and new
developments specific to the featured topics. The books are generally
peer reviewed for SETAC by acknowledged experts.

SETAC publications, which include Technical Issue Papers, workshop
summaries, newsletters (SETAC Globe), and journals (Environmental
Toxicology and Chemistry and Integrated Environmental Assessment and
Management), are useful to environmental scientists in research,
research management, chemical manufacturing and regulation, risk
assessment, and education, as well as to students considering or
preparing for careers in these areas. The publications provide information
for keeping abreast of recent developments in familiar subject areas and
for rapid introduction to principles and approaches in new subject areas.

SETAC recognizes and thanks the past coordinating editors of SETAC
books:

Lawrence Kapustka, LK Consultancy
Calgary, Alberta, Canada

Joseph W. Gorsuch, Copper Development Association, Inc.
Webster, New York, USA
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A.S. Green, International Zinc Association
Durham, North Carolina, USA

C.G. Ingersoll, U.S. Geological Survey
Columbia, Missouri, USA

T.W. La Point, University of North Texas
Denton, Texas, USA

B.T. Walton, U.S. Environmental Protection Agency
Research Triangle Park, North Carolina, USA

C.H. Ward, Rice University
Houston, Texas, USA
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Table 4.9 Summary of surface water mitigation measures currently
applied by Member States in the Southern Zone for arable
crops (based upon combination of Member State and
company feedback)

Table 4.10 Summary of surface water mitigation measures currently
applied by Member States in the Southern Zone for fruit
crops (based upon combination of Member State and
Company feedback)
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Table4.11

Table 4.12

Table 4.13

Table 5.1

Table 5.2

Table 6.1

Table 6.2

Possible surface water mitigation measures in the
countries of the Southern zone (based upon combination
of Member State and Company feedback)

Overview of the risk mitigation measures (RMM) suitable
to reduce impact of spray drift. RMM are allocated into
the following categories: Buffer Zones (BZ) aimed at
reducing exposure of off-crop area via spray drift, Spray
Drift Reduction Technologies (SDRT), which involve any
technology associated with sprayers, nozzles, or spraying
techniques that will reduce drift, and Good Agricultural
Practices (GAP), which relate to product application (dose
and application regime). Note that mitigation measures
associated with field margin management may have a
complementary spray drift reduction benefit but are
discussed in Chapter 7. The corresponding Risk Mitigation
Measure Technical Sheets (RMMTS) are listed in the last
column together with their location in the proceedings

Proposed toolbox of basic drainage mitigation measures
(assessment of current use, technical and practical
feasibility, and enforceability is included within Chapter 6
on groundwater)

Quality standards to be applied to active substances in
pesticides, based on the GWD (EU 2006)

Summary of the risk mitigation measures for groundwater
inventoried through the questionnaires and during the
workshop, including the feedback on their technical
feasibility, effectiveness, practicability, enforceability and
possibility to take into account into risk assessments

Definitions of the agriculture area commonly used in the
regulatory process, as agreed by workshop participants

Overview of the risk mitigation measures (RMM) suitable
to reduce environmental risks in the farmland. RMM are
allocated into the following categories: Buffer Zones (BZ)
aimed at reducing exposure of off-crop areas via spray
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Table 6.3

Table 6.4

Table 7.1

drift, Field Margins (FM) and Compensation Area (CA)
aimed at providing food sources and habitat to off-crop
flora and fauna, Spray Drift Reduction Technologies
(SDRT), which involve any technology associated to
sprayers, nozzles, or spraying techniques that will reduce
the drift, Dust Reduction Technologies (DRT), which
involve any technology associated with seed coating,
granule manufacture, or drillers to reduce the abrasion of
seeds or granules at drilling or to reduce the spread of
dust out of the cropped area, Good Agricultural Practices
(GAP), which relate to product application (dose and
application regime), Crop Management (CM), which
relates to agricultural practice in the crop or the field
margins aimed at reducing a source of exposure or
transfer route, and Bee Management (BM), which relates
specifically to measures applied to managed bees to keep
them from exposure. The corresponding Risk Mitigation
Measure Technical Sheets (RMMTS) are listed in the last
column together with their location in the proceedings

Evaluation and ranking of multiple benefits of different
field margin types (NR = natural regeneration, GR = grass
sown, WF = wildflower sown, P&N = pollen and nectar mix,
WABS = wild bird seed mix, AC = annual Cultivation, CH =
conservation headland)

Outcome of 80 studies on the effects of flowering strips on
wildlife and biodiversity, adapted from Dicks et al. (2013).
Sixty-four studies showed some benefits to one or more
wildlife groups. Note that numbers do not sum up as
effects could be positive, negative, or neutral on different
species or groups in the same study

Overview of the risk mitigation measures (RMM) suitable
to reduce environmental risks in farmland. RMM are
allocated into the following categories: Good Agricultural
Practices (GAP), which relate to product application (dose
and application regime), Crop Management (CM), which
relates to agricultural practice in the crop or the field
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Table 7.2

Table 9.1

Table 10.1

margins aimed at reducing a source of exposure or
transfer route, and Bee Management (BM), which relates
specifically to measures applied to managed bees to keep
them from exposure, Buffer Zones (BZ) aimed at reducing
exposure of off-field area via spray drift, Field Margins
(FM), and Compensation Area (CA), aimed at providing
food sources and habitat to off-field flora and fauna, Seed
Treatments and Granules (STG), which involve any
technology associated to seed and granule applications.
The corresponding Risk Mitigation Measure Technical
Sheets (RMMTS) are listed in the last column together with
their location in the proceedings

Overview on possible compensatory measures for
mitigating the risk to farmland birds caused by PPP-related
alteration of the food web

Ecological models per group of organisms and related risk
mitigation options that could be simulated

Examples of existing stewardship initiatives and activities
in Europe. The focus area describes the purpose or
protection objective of the activity, within one of the
following category: general farming practices, protection
of biodiversity, protection of pollinators, and protection of
water quality. Initiative or activities may provide various
services organized here as advice, education, training,
information, mapping tools, or funding. The main audience
is often farmers however, the information is public and
accessible to all
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Preface

Anne Alix, Wolfgang Reinert, and Martin Streloke

“To protect aquatic organisms, respect an unsprayed buffer zone of 3
meters to surface water bodies”

This simple phrase usually appears on the labeling of a pesticide
container, which provides a farmer with directions for use, explicitly how
to spray his field with this specific product. Although the phrase uses
simple wording and provides rather precise instructions, one would be
surprised by the number of questions, and requests for clarification that
such a phrase triggers in farmers for their agriculture advisers, in
agriculture advisers for their regulatory authorities, and between
regulatory authorities in different European countries. It sounds simple,
yet what is a buffer zone? Is it inside or aside the limits of a field? Does it
start with the last spraying nozzle, or at the edge of the spraying cone?
Does it take into account the water body bank? Does the phrase also
apply if | use spray drift reducing nozzles? Hence, the safety precaution
phrases of the European Regulation 547/2011 from which the above
phrase is extracted have been implemented in European countries
alongside a number of adaptations for them to match with the farming
practices, national legal frameworks and in some cases, the definition of
what describes a water body on national maps! In the meantime and over
the years, European countries have also worked at increasing the level of
environmental safety of the pesticides used in agriculture, and developed
new tools or risk mitigation measures to complement the set of measures
listed in the European regulation. Yet the step towards the
implementation of these new measures, by farmers and through
pesticide labeling, faced three main hurdles:

e /s the new measure supported by science?

e /s the measure practical enough to be easily implemented by
farmers?
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® [s the measure suitable for neighboring countries and therefore
supports mutual recognition of authorizations?

This book gathers the essence of the extensive discussions that took place
over two workshops and 3 years of intensive work and data analysis by 95
experts and regulators from 24 European countries. The richness of the
exchanges is reproduced in the main volume and in its equally long
appendix that attempts to provide the reader with a comprehensive view
on the state of risk reduction and risk mitigation in cultivated landscapes.
Gathering 24 countries to reach a consensus on a genuinely diverse, often
considered “case-specific,” scientific topic that is influenced by local
conditions, although challenging, proved to be an unbelievably
enlightening journey across European landscapes. We recorded farming
practices and their evolution and met the diversity of scientists,
technicians, and regulators, all passionate about a common objective:
translating science into applicable solutions to farmers for a safer use of
pesticides for the environment.

With the publication of this book the first step towards an efficient
harmonization of risk mitigation measures is done. The legal
implementation of common risk mitigation measures in Europe needs
some further efforts of the Member States to create a harmonized risk
management system in Europe.
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1 Executive summary

Environmental risk mitigation measures are a key component in defining
the conditions of use of pesticides in crop protection in Europe (EC 20093,
2011). These risk mitigation measures are derived directly from the
evaluation of pesticide products and the risk assessment conducted for
each use, and are specific of the type of risk they intend to mitigate. They
therefore range from the adjustment of the conditions of use to
minimizing transfers to groundwater to the setting of buffer zones at the
edge of the crop. Once defined, these measures are reported on the
labeling in the form of Safety Precaution Phrases (SP-phrase), according
to Regulation (EU) No. 547/2011 (EC 2011) for implementation in
European Member States (EC 2015).

In Europe, Member States have developed their own risk mitigation
measures, which respond to the agricultural practices in the country, but
are also incorporated into legal framework at the national level. Although
locally effective, the genesis of a wide variety of approaches proved to
raise issues regarding divergence of interpretation and, when access to
risk mitigation tools differ between neighboring countries, a potential for
concurrence distortion issues.

In this context, a two-part workshop was organized in April and
November 2013, under the auspices of the Society of Environmental
Toxicology and Chemistry (SETAC) and the European Commission. The
goal of the workshop was to develop a toolbox of risk mitigation
measures designed for the use on pesticides for agricultural purposes,
and thus contribute to better harmonization of their development and
use within Europe. Participants included risk assessors and risk managers
from 24 European countries, plus experts from Norway and Switzerland,
and representing participants from the business sector, academia, and
agronomical advisors and extension services.

Workshop discussions started with an inventory of the environmental risk
mitigation measures in use in European countries, compiled from a
questionnaire survey circulated prior to the meetings. Risk mitigation
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tools in use for groundwater, surface water (including the protection of
aquatic organisms), off-crop areas and in-crop areas were collected and
each tool was described with regards to its level of implementation,
technical description, regulatory status, inclusion in the good farming
practices, economical considerations, options to measure its
effectiveness, and finally, options to be taken into account into the
regulatory risk assessment. This inventory is summarized in Table 1.1.

Table 1.1: Risk mitigation tools inventoried in European countries,
Norway, and Switzerland as a result of the MAgPIE workshop, together
with their benefits and related regulatory framework

Type of
Mitigation
Measure

Risk Mitigation
Measure

Benefits

Regulatory
Framework

Restrictions or

Application rate,

Lower transfers to

Regulation {(EC) No.

modifications | application groundwater and surface 1107/2009 and
of products’ frequency, water Regulation (EU) No.
conditions of | application 547/2011
application timing, and Reduces exposure of

interval organisms in-crop and off-

between crop

applications
Application Spray drift Reduces exposure of Regulation {(EC) No.
equipment reduction organisms in-crop (precision | 1107/2009,
with Spray nozzles (SDRN), | treatment) and off-crop Directives
Drift shields, 2009/1285 and
Reduction precision 2009/1276
Technology treatment, etc.
(SDRT)

Buffer zones

Non-sprayed
zone at the
edge of a crop

Reduces exposure of
organisms in-crop and off-
crop

Regulation {(EC) No.
1107/2009 and
Regulation (EU) No.
547/2011,
Directive
2000/607,
Directive 92/438

Vegetated

Reduces exposure of
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Field margins

buffer strip

organisms in-crop and off-
crop, and provides habitat
and food resource

1107/2009 and
Regulation {(EU) No.
547/2011,
Directive
2000/607,
Directive 92/438

Multifunctional
field margin

Reduces exposure of
organisms in-crop and off-
crop, provides habitat and
food resource, and mitigates
effects on biodiversity

Regulation {(EC) No.
1107/2009 and
Regulation {(EU) No.
547/2011,
Directive
2000/607,
Directive 92/438

Compensation
areas

Recovery areas
{ecological focus
areas)

Provides habitat and food
resource, reduces exposure
of organisms in-crop, and
pending on location in the
farmland, may reduce
exposure of organisms off-
crop

Regulation {(EC) No.
1107/2009 and
Regulation {(EU) No.
547/2011,
Directive
2000/607,
Directive 92/438,
CAP

Dust drift High quality Reduces exposure of Regulation {(EC) No.
reduction coating, low organisms in-crop and off- 1107/2009 and
technologies | dust drillers crop Regulation {(EU) No.
547/2011
Bee Bee hive Managed bees Regulation (EC) No.
management | removal or 1107/2009 and
protection, Regulation {(EU) No.
application 547/2011
periods,
information to
beekeepers

This inventory confirmed the diversity of the tools developed and
implemented throughout European countries, as well as the number of
regulatory frameworks to which they relate or with which they may

overlap.
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On the basis of this analysis, each tool was then allocated into one of the
following categories:

1. Not to be promoted

2. Under development

3. Needs consolidation and research

4. Promising tool implemented in some Member States

5. Well established tool implemented in most Member States

The toolbox was then built to gather the risk mitigation options belonging
primarily to the fourth and fifth categories, and the detailed technical
data supporting each tool were gathered and discussed in order to
provide the users of the toolbox with technical recommendations in view
of future implementation. These data are contained in the Risk Mitigation
Measure Technical Sheets (RMMTS) for the risk mitigation tools that are
already implemented in most Member States, and in Technical Advice
Sheets for the most promising tools for which an implementation could
be initiated at a broader scale.

In each working group a thorough investigation of Safety Precaution
Phrases relevant for protecting the environment of Regulation (EU) No.
547/2011 has shown that some of these phrases might be adjusted to
help Member States in setting appropriate risk mitigation measures.
Furthermore, it should be considered whether a European guidance
document on setting risk mitigation measures should be prepared in
order to describe a clear framework for Member States facilitating the
use of European-wide, harmonized label phrases. Workshop participants
proposed that the core assessment of a product’s evaluation, the need
for risk mitigation, and the level of risk mitigation need to be reported.
Following group discussions, participants felt that in general, the exact
level of risk reduction needed was not required, but rather a grouping of
risk in classes would facilitate the regulatory work and communication
with farmers. Classes of 50, 75, 90 and 95% risk reduction are well
established, and in some cases 99% was considered possible if
scientifically based. Then these risk classes may call for a single risk
mitigation measure or a combination of different risk mitigation measures
as illustrated for runoff or spray drift in the proceedings. The existing
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Safety Precaution Phrases were reviewed in this context, in order to
account for the proposed risk mitigation tools. New and revised SPe (SP-
phrase specific to the environment) or SPr (SP-phrase specific to mode of
action) phrases were drafted to better reflect the diversity of the options
offered to users to mitigate risks and improve the clarity of the directions
provided.

The workshop also discussed options to optimize the implementation of
risk mitigation measures, in particular with regards to possible overlaps
among different regulatory texts (e.g., regulatory frameworks relative to
plant protection products and the Water Framework Directive), and with
regards to the options to further develop the multifunctional aspects of
risk mitigation measures, as for field margins. Finally, transversal aspects
relative to the protection of biodiversity were discussed.

It is important to note that all data and information made available up to
March 2015 were included after it was decided with proceed to the
preparation of these proceedings.

1.1 Risk mitigation measures to protect surface water

1.1.1 Runoff mitigation

Abundant scientific evidence has been published regarding the
effectiveness of various runoff risk mitigation measures. Consequently,
vegetated buffer strips that have been in use for aquatic regulatory risk
assessments in several Member States for years and various other runoff
risk mitigation measures are now available to be included in a European
toolbox. On the basis of our analysis of available data the following basic
runoff risk mitigation toolbox is identified, for which general effectiveness
values are available:

Table 1.2: Basic toolbox list of runoff risk mitigation measures

Type of Risk Mitigation Measure

Mitigation

Measure

In-field Vegetated filter strip, across slope (5 m width)
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Inter-row vegetated filter strips in permanent crops

In-field bunds for row crops {e.g., potatoes)

No-till or reduced tillage

Edge-of-field Vegetated filter strip (5 m, 10 m, and 20 m width)
and off-field

Artificial wetland or retention pond

Vegetated ditches

Edge-of-field bunds

For each of these tools, advice for alternative integration into product-
specific modeling approaches were developed, and can be adapted to
country-specific conditions, as needed. Many factors influence runoff,
and the toolbox herein proposed accounts for the fact that the highest
mitigation effectiveness and efficiency is achieved when farmers have the
option to select the measure(s) most fitting to their field conditions and
crop rotations.

A flexible toolbox approach is the most appropriate way to support
European Member States’ implementation of runoff mitigation tools. This
flexible toolbox first considers the level of runoff risk mitigation needed,
as calculated for a product and representative use, e.g., at zonal level.
Then Member States are offered the option of implementing the risk
mitigation measures of the toolbox at the management level, or after
their inclusion into a risk assessment:

e At the risk management level: Based on the runoff mitigation need
stated on the label (in %, or transposed into runoff mitigation
points), farmers choose a single or multiple measures with defined
average effectiveness from an official list to achieve the required
effectiveness

e After inclusion into the risk assessment process: Based on the runoff
mitigation need, modeling evaluates different measures and
combinations thereof to achieve the required overall effectiveness
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(%). All eligible measures and combinations are then listed for this
product on the label

Whatever the preferred approach is to a Member State, there remains a
need to establish a list of accepted runoff mitigation measures at the
national level, which also details good practices for establishment and
maintenance for each measure in order to enable auditing in the field.

1.1.2 Spray drift mitigation

A number of options for spray drift mitigation exist, which include:

e Buffer zones at the edge of fields
e Vegetated buffer zones or strips

e Spray Drift Reducing Technologies (SDRT) including, Drift Reducing
Nozzles (DRN), and other machinery equipment such as shield
sprayers, tunnel sprayers, band sprayers, and precision sprayers

However, our inventory revealed an uneven implementation of these
measures, due to differences in national policies, as well as in the the
acceptance of techniques and measurement standards. Overall, this
currently limits the opportunities to exploit the efficiency of a harmonized
framework of risk mitigations.

These limitations however, may be overcome through a combination of
flexible risk assessment options and labeling, allowing the
implementation of local policies. A similar approach to the one developed
for runoff could be considered. As for runoff, the first step would be to
agree on the level of risk reduction that is needed for a specific risk. For
example, if a specific risk triggers a 75% reduction exposure to be
mitigated, the reduction may be provided by implementating a buffer
zone, or with drift mitigation techniques adapted to local policies and
standards, and providing the equivalent level of drift reduction.

The development of a basic harmonized basis for the acceptance of spray
drift reduction technology (SDRT) efficacy thresholds (e.g., 50%, 75%,
90%, and 95% effectiveness) is then recommended. The extension to
measures allowing a 99% drift reduction would stimulate and anticipate
further technological advances and allow for options of compounded
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mitigation.

1.1.3 Drainage risk mitigation

Surface water can be contaminated by pesticides through drainage, which
therefore triggers the need for dedicated risk mitigation measures.
However, the processes dominating the transport of pesticides into the
drainage system are closely related to those determining the leaching
into groundwater. Consequently, the participants concluded that almost
all the measures discussed for mitigating groundwater risk were also
suitable for mitigating exposure via drainage water. These include
restrictions on application rate or timing, soil type, band application,
restriction of use in vulnerable areas.

As for groundwater, modeling approaches based on approved regulatory
models and scenarios can be used to evaluate the effectiveness of a
mitigation measure under specific circumstances. If the conditions leading
to increased drainage differ from those that increase leaching to
groundwater, a separate evaluation may ne needed in order to determine
the effectiveness of a mitigation measure under specific circumstances.

Measures such as retention ponds and artificial wetlands were discussed,
as well. They may constitute an effective measure at Member State-level
where the volume of drainflow is limited, and they often involve large
structure. Therefore, the evaluation of their effectiveness was considered
premature, as they are not yet sufficiently documented.

1.2 Groundwater protection

The most popular measures in European countries (implemented in more
than half of the European Member States) include application restrictions
as a function of plant growth stages. Limitations may restrict the
maximum number of applications per year or within a two- or three-year
period and may be relative to the type of soil or to soil hydrological
properties. These risk mitigation measures can be easily taken into
account in the risk assessment. Their regulatory, technical, and
agronomical feasibility is high and they can be easily enforced. The
effectiveness of these measures with regard to groundwater protection
can generally be quantified by the use of established regulatory tools,
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especially leaching modeling.

Measures such as restricting application to certain periods of the year or
to a portion (bands) of the cropped area and restricting use in drinking
water exclusion areas are also reported to be implemented in 30% to 50%
of the Member States. These measures also present a high feasibility and
agronomical practicability and they can easily be taken into account in the
risk assessment using approved models and scenarios. Restrictions in
drinking water abstraction areas are practiced in more than 30% of the
Member States, but most often in the context of other legislation and
dependant on the interpretation of the set of legislation at national level.

Exclusion of zones with certain hydrogeological properties, e.g., carstic
areas, are in use in some Member States and rely on the definition of the
corresponding zones in a country. It was suggested that these zones could
also be identified and defined jointly with exclusion zones based on
vulnerability maps and catchment management plans.

Finally, the use of cover crops during the winter period or inter-row crops
as a risk mitigation option for groundwater raised particippants’ interest,
as the crops may provide additional benefits for soil conservation and for
the reduction of nitrate leaching. However, we agreed that the
effectiveness and practicability of these options need more investigation
before their inclusion in our toolbox.

1.3 Protection of in-crop areas

We considered the groups of organisms common to agricultural areas,
such as birds, mammals, bees, non-target arthropods, soil organisms (i.e.,
earthworms, soil macro- and micro- organisms), and, put in the context of
a cropped area, biodiversity when discussing risk mitigation in-crop.

The most popular risk mitigation measures in Member States are those
with quantifiable effectiveness: collectable incorporation rates (for
sprayed or seed or soil treatments) and reduction in the application rate
or of the number of applications.

With regards to birds and mammals, the measures already in use in
Member States include the avoidance of spreads for granules and treated
seeds and specific precautions to be taken for products presenting
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toxicological patterns of concern such as rodenticides, molluscicides, and
baits. In addition, conditions of use relative to the breeding period, or
regarding the rate or frequency of applications are also already in use,
and covered by specific Safety Precaution Phrases.

With regards to honey bees, the inventory revealed a widespread
implementation of the measures recommended in Regulation (EU)
547/2011 (EC 2011) for example, restrictions of use in flowering crops,
management of hives, and specific measures relative to coated seeds.
Recommendations regarding the removal of flowering weeds in perennial
crops was discussed and further documented through a literature review.
The review was unable to conclusively show the benefits of removing
flowers in cultivated areas. The main concern was the food limitation
stress imposed on pollinating species versus the exposure reduction it
theoretically provides.

The measures that address non-target arthropods used by Member
States include restriction or modifications of application rates or
frequency of applications, to allow recovery in the treated area.
Applications on a fraction of the crop have also been recommended, as
well as the introduction of unsprayed headlands.

With regards to soil organisms (micro- and macro-organisms), the risk
mitigation measures in use in Member States are limited to restrictions of
the application rates or frequency, to allow the recovery of the affected
taxa.

Additional options to reduce risks to in-crop populations are provided in
the list proposed for the off-crop area, particularly in the category of field
margins, which provide reservoirs and habitat to an ensemble of
organisms in the farmland. Although the effectiveness of these measures
at reducing risks is not yet characterized on a quantifiable way, it was
agreed that the generation of monitoring data through field studies or
monitoring programs could demonstrate their effectiveness through
records of limited or non-significant effects of the product, even if the risk
reduction cannot be strictly quantified. This is also valid for generic
mitigation measures, i.e., those not related to a product, but
implemented in the context of agri-environmental measures with an aim
to maintain or improve the environmental status of an area, as for
example in the context of the Commom Agricultural Policy. These
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measures include all types of landscape management and as such may
provide generic risk mitigation on the area covered. Again, the
effectiveness of those measurements can be observed in field studies or
field monitoring programs and recommendations were made accordingly.

Finally, special attention was given to compensation measures and their
potential to contribute to the reduction of the pressure of in-crop
organisms from agricultural practices and pesticides. The survey
performed in Member States does not report examples of an
implementation of compensation measures in the context of pesticide
management, however potential overlap between these farmland
management measures and risk mitigation options for pesticides were

discussed.

1.4 Protection of off-crop areas

The toolbox for the protection of the off-crop area gathers a diversity of

options as summarized in the table below:

Table 1.3: Toolbox for risk mitigation for off-crop organisms

Type of
Mitigation
Measure

Risk Mitigation Measure

Category of Risks That
May Be Reduced

Buffer Zone

No spray zone, wind-dependant no
spray zone, bare soil, landscape-
dependant buffer zones, aerial

treatments

All organisms from
exposure to spray drift

Field margin

Vegetated buffer zone

All organisms from
exposure to spray drift or
runoff

Provides habitat and food
resource

Multifunctional field margin
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Provides habitat and food
resource

Compensation | Recovery areas (ecological focus areas) | All organisms from

areas exposure to spray drift or
runoff (pending on
location)

Provide habitat and food

resource
Spray drift Nozzles (SDRN), equipped sprayers, All organisms from
reduction directed spray, precision treatments exposure to spray drift
technologies
Dust drift High quality coating, low dust drillers All organisms from
reduction exposure to dust drift
technologies
Conditions of | Application rate and frequency All organisms from
application management exposure to drift or runoff
Bee Bee hive removal or protection, Bees
management | application periods, information to

beekeepers

The most frequent risk mitigation options used in all Member States are
the implementation of buffer zones and non-sprayed zones at the edge of
treated crops, besides Spray Drift Reduction Technologies and specific
restrictions (or modifications) on the conditions of use of pesticides,
already described for groundwater, surface water, or in-crop protection.

Special attention was given to farmland features, such as field margins
management, and to their potential as risk mitigation measures as
observed in the monitoring studies that investigated their effectiveness in
the context of the implementation of agri-environmental schemes. A
variety of field margin types have been described, such as natural
regeneration areas, grass margins, wildflower margins, pollen and nectar
or bird seed mix field margins, annual cultivation areas, and conservation
headland. The benefits of these measures are documented in monitoring
studies based on abundance and diversity indexes of in-crop and off-crop
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populations and communities. From these studies, we explored the
relative benefits for diverse aspects relative to the group of “organisms of
concern” through an evaluation and ranking exercise. We agreed that this
first analysis conducted in the context of the workshop was useful to
obtain insight to which benefits each feature provides to specific groups
of organisms, but that more research was needed to refine the
knowledge and allow their inclusion in the risk assessment. The analysis
highlighted the importance of developing the multi-functionality of field
margins as a way to optimize their land use by the farmers who
implement them as risk mitigation measures. It is critical to promote the
implementation of these types of field margins in order for the benefits
they provide on the groups of organisms and processes listed above to be
seen rapidly. As we observed in the available studies, their benefits are
more significant at a larger scale, and landscape approaches may be more
effective than field-scale implementation. This is important when
deciding upon the most appropriate policy level for implementation in
individual countries.

Workshop participants agreed that consensual monitoring of the varied
approaches is needed to quantify the effectiveness of the measures once
implemented. This monitoring, coupled with GIS-based databases, is
needed to appreciate the environmental status of a landscape, which
helps refine the recommendations in the RMMTS relative to field margins
and farmland landscape features to be implemented.

Finally, a discussion of these risk mitigation measures in the broader
context of agri-environmental measures that are already implemented
within the Common Agricultural Policy will be critical to avoid duplicated
efforts by farmers while ensuring the development of optimized farmland
management options.

1.5 Recommendations

The inventory undertaken by the different working groups identified the
data sources that support the risk mitigation included in the toolbox. The
data are collated in the appendices (Volume 2) of this work and identify
the major sources of research and development in the area. Further work
is indeed needed to 1) accompany the implementation of the risk
mitigation measures in countries, 2) consolidate the data sets supporting
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some of the measures and their potential improvement, and 3) support
the development of the risk mitigation identified as promising, but
considered as not yet ready.

The needs in terms of actions and development are listed below.
Participants shared the hopes that the proposed measures, as well as the
measures to be further developed, will provide farmers and regulatory
authorities with a fair and practical toolbox, which is important to their
acceptance in both parties. These recommendations are more completely
listed listed in Chapters 4 — 10.

1. Encourage the implementation of the toolbox in order to benefit of
the risk mitigation these tools can already provide and collect further
guantification of their effectiveness, as well as on the practicality of
their implementation

2. Pursue the development of fair and effective environmental risk
mitigation measures easy to implement in the decision making
process, e.g., via the Safety Precaution Phrases, and by farmers

3. Develop the multi-functionality of field margins and adapt to
Member States conditions in order to optimize the associated
benefits

4. Develop a dialogue with the stakeholders involved in the
implementation of the measures of the Common Agricultural
Practice (CAP) so that the recommendations to farmers allow an
optimized use of the land

5. Pursue the development of methods that allow the certification of
the risk mitigation measures (e.g., for spray drift reducing
technologies or seed mixtures), to facilitate the mutual recognition
of the tools between countries and organizations, where relevant

6. Facilitate the integration risk mitigation measure into the risk
assessment process where possible (i.e., when their effectiveness is
quantified)

7. Pursue the development of technical guidance for ecological and
environmental monitoring to better generate relevant data, which
will measure the effectiveness of risk mitigation measures, and allow
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data sharing, extrapolations, and robust databases

8. Pursue the monitoring of pests, diseases, and weeds in farming
systems where risk mitigation measures involving non-sprayed zones
areas are implemented in order to avoid counterproductive
recommendations

9. Pursue the generation of mapping systems such as GIS in support of
environmental and ecological modeling tools

10. Pursue the development of ecological and environmental modeling
toward tools able to evaluate the effectiveness of risk mitigation
measures a priori

11. Develop communication tools, such as the proposed Risk Mitigation
Measure Technical Sheets (RMMTS) and declensions in training and
stewardship (such as leaflets, applications on mobile devices), to
support the transfer of knowledge on the risk mitigation toolbox to
farmers and end users

12. Develop networking on the scientific, technical, professional, and
legislative and regulatory aspects of the toolbox, to further develop
its accuracy and effectiveness

1.6 References

[EC] European Commission. 1991. Council Directive of 15 July 1991 concerning the
placing of plant protection products on the market (91 /414 /EEC). Official Journal
of the European Union. L 230/1: 19.08.1991.

[EC] European Commission. 1992. Council Directive 92/43/EEC of 21 May 1992 on the
conservation of natural habitats and of wild fauna and flora. Official Journal of the
European Union. L206: 22.7.1992.p. 7.

[EC] European Commission. 2000. Directive 2000/60/EC of the European Parliament
and of the Council of 23 October 2000 establishing a framework for community
action in the field of water policy. Official Journal of the European Union. L 327/1:
22.12.2000.

[EC] European Commission. 2009a. Regulation (EC) No. 1107/2009 of the European
Parliament and of the council of 21 October 2009 concerning the placing of plant
protection products on the market and repealing Council Directives 79/117/EEC
and 91/414/EEC. Official Journal of the European Union. L309: 24.11.2009. p. 1.

51

ED_002144_00005745-00051



[EC] European Commission. 2009b. Directive 2009/128/EC of the European Parliament
and of the Council of 21 October 2009, establishing a framework for community
action to achieve the sustainable use of pesticides. Official Journal of the
European Union. L. 309: 24.11.2009. p. 71.

[EC] European Commission. 2011. Commission Regulation (EU) No. 547/2011 of 8 June
2011 implementing Regulation (EC) No. 1107/2009 of the European Parliament
and of the Council as regards labeling requirements for plant protection products.
Official Journal of the European Union. L 155: 11.06.2011. p. 176.

[EC] European Commision. 2013. CAP Reform — an explanation of the main elements
(MEMO/13/621). Brussels {Belgium}: European Commission.

[EC] European Commission. 2015. Commission implementing regulation (EU) No
540/2011 of 25 May 2011 implementing Regulation (EC) No. 1107/2009 of the
European Parliament and of the Council as regards the list of approved active
substances. Updated 01.01.2015.

52

ED_002144_00005745-00052



2 Introduction

Modern agriculture has to deal with the challenge of producing food and
fiber of increasing quality for a growing population while meeting
improved human and environmental safety standards. Hence, agricultural
practices, and among them plant protection products (or pesticides),
must meet these standards, which are embedded in the regulatory
framework conditioning market entry (EC 1991, 2009a). This regulatory
framework requires that every use of each product is evaluated for the
possible risks to humans, consumers, and the environment, according to a
thorough assessment of the product’s properties and dedicated exposure
scenarios that reproduce its conditions for use. If necessary, as an
outcome of the risk assessment, risk mitigation measures may be
required on a use-basis, which aim at reducing exposure to levels that
allow this particular use of a product to meet the regulatory safety
standards.

Risk mitigation measures are therefore a key component in defining the
conditions of use of pesticides in crop protection (EC 2009a, 2011). These
measures are specific to the type of risk they intend to mitigate and for
example, may consist of a recommendation for special protections for
users while handling the product, or to adjust the conditions of use to
minimize transfers to groundwater. Regulation (EU) No. 547/2011
provides a list of the typical phrases to be reported on the labeling to
implement these risk mitigation measures. For example, the registration
regulation for the active substance spinosad dated 2007 recommends
that Member States, in their assessment to authorize plant protection
products containing the substance, “pay particular attention to the
protection of aquatic organisms; conditions of use shall include risk
mitigation measures, where appropriate.”

Since the implementation of the regulatory framework for the placing of
pesticides on the market, the improvement of the sensitivity of the tools
and models used, as well as the definition of worst case exposure
scenarios has sharpen the screening capacity of risk assessment
processes. This has lead to a recommendation to refine risk assessments
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and define appropriate risk mitigation measures for an increasing
proportion of products. Hence a compilation performed as a preparatory
task to the workshop, over the transition period from Directive
91/414/EEC to the new Regulation (EC)No. 1107/2009, concludes that
there is a need for risk mitigation for environmental purposes for ca. 95%
of the active substances examined at the European level, as shown in
Table 2.1:

Table 2.1: Recommendation for risk mitigation measures for the
environment as an outcome of the European risk assessment of
pesticides. Compilation based on 290 active substances approved,
excluding micro-organisms.

Nature of the Risk to be Mitigated % of Active Substances Concerned
Groundwater 37
Surface water 26
Air 2
Terrestrial vertebrates 29
Non-target arthropods 8
Soil organisms 8
Honey bees 8
Non-target plants 9

The implementation of risk mitigation measures resulted in multiple
exchanges between regulatory authorities, where a number of initiatives
have been undertaken in order to develop and implement risk mitigation
measures and, where possible, take them into account in risk assessment
procedures. With these exchanges, networks have been created to
further develop risk mitigation tools, as for example in the area of drift
reducing nozzles. However, harmonization of the risk mitigation measures
implemented among countries is the primary issue, as the measures
taken often relate to national policies in first place, as for example in
France with the management of spray drift (JORF 2006). National policies
also influence the implementation options for risk mitigation measures,
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which range from incentive measures, flexible for regulators and usually
preferred by farmers, to legal enforcement, less flexible, but perceived as
more persuasive and therefore efficient in some countries. Finally,
experience shows that the interpretation of a recommendation in a
regulatory text and on product labeling varies among farmers, as well as
in the regulatory population, and more harmonization or clarity was
deemed necessary in the wording associated with risk mitigation tools.

The two workshops described in the Executive Summary discussed the
tools for the mitigation of environmental risks, i.e., wildlife, including
vertebrates and invertebrates, flora and microorganisms, biodiversity, as
well as surface and groundwater quality, as identified as protection goals
in the European regulation on pesticides (EC 1991, 2009a). The process
followed is summarized in Figure 2.1.

5 %&%\X\\?& S x\

Figure 2.1: Approach followed during the MAgPIE workshops to develop the risk
mitigation measure toolbox in the context of Regulation (EC) No. 1107/2009. Details
are provided in the text below.

The work was initiated by generating an inventory of the environmental
risk mitigation measures in use in European countries. The inventory was
compiled from information elicited questionnaires and sent to the
participants in preparation of the first workshop. The questionnaires
aimed to collect feedback on the risk mitigation tools already
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implemented, their legal status (i.e., enforced via a dedicated legislative
text, incentives, or as part of good practices), and where relevant, the
piece of legislation involved (European, national, or both). Additional
questionnaires were also sent during the intermediary period between
the two workshops, on the basis of the first inventory, in order to gather
further information on the risk mitigation approaches recorded. In total,
11 questionnaires were distributed. We also collected feedback from
Member States on the success of implementation of the existing tools.
Finally, the consultation covered risk mitigation options in development
in each country, as well as the risk mitigation measures considered the
most promising.

The inventory of risk mitigation measures was presented and discussed in
detail during the first workshop. Discussions were organized around the
protection of groundwater, surface water (including the protection of
aquatic organisms), the off-crop areas, and the in-crop areas.

In addition, discussions on stewardship actions and on regulatory and
legal aspects took place in ad-hoc groups and in interaction with the four
subgroups.

For each environmental protection area, the tools were classified into
categories based on their nature, i.e., related to products’ application
conditions, application equipment, or farming practices. The benefits they
represented were listed and the corresponding legislation was reported.
The tools were then discussed and ranked to reflect their importance as a
risk mitigation tool currently or for the future. The ranking was performed
using the following criteria:

e |Implementation and advancement level: From well implemented
tools in countries to tools for which insufficient knowledge or
confidence are available

e Regulatory aspects: Regulatory status of the tool, from the straight
implementation of established legislation to simple good farming
practices; possible regulatory hurdles associated with a tool, as well
as options to resolve them

e Economic aspects: Costs

e Ability to measure the efficacy of the tool
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e Ability to relate to the risk assessment, i.e., to develop a risk
assessment that accounts for the risk mitigation tool quantitatively
or qualitatively

On the basis of this analysis, each tool was then allocated into one of the
following categories:

-

Not to be promoted

2. Under development

3. Needs consolidation or research

4. Promising tool implemented in some Member States

5. Well established tool implemented in most Member States

The results of this classification, evaluation, and ranking process were
used to build the toolbox for the different areas of environmental
protection. Detailed technical data on the risk mitigation measures
entering the toolbox were gathered during the intervening period
between the two workshops. Details on the implementation of risk
mitigation measures were requested from Member States through the
additional questionnaires. In addition, in order to reach a common
understanding on the implementation of the measures, definitions of the
terms used were prepared and circulated to participants for comments
and adjustments.

Participants reconvened for a second workshop during which they drafted
proposals in their respective environmental area and recommendations
for the implementation of the measures considered ready for use and for
future developments. The options available to measure the effectiveness
of the risk mitigation measures were listed for each measure.

A final agreement on the toolbox content and the implementation
recommendations were discussed in plenary. In addition, the group
discussions aimed to identify measure overlaps and their potential for
optimization. In this context, the options for further development of
multifunctional field margins were explored, which were based on a
dedicated literature review undertaken in the context of the workshop.
Overlaps with other regulatory frameworks, including the sustainable use
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directive (EC 2009b), the water framework directive (EC 2000), the CAP
(EC 2013), or the “Habitat Directive” (EC 1992) were discussed in order to
derive proposals for optimization practical to farmers. Transversal
aspects, such as aspects relative to the protection of biodiversity, were
taken into account by preparing practical recommendations on the risk
mitigation measures considered “ready to implement,” for which Risk
Mitigation Measure Technical Sheets (RMMTS) were drafted. For the
most promising tools slated for later implementation, the
recommendations were inserted in Technical Advice Sheets. It is
important to note that all data and information made available up to
March 2015 were included in this analysis.

Finally, participants discussed and drafted the Safety Precaution Phrases
as per in Regulation (EU) No. 547/2011, which would support the

implementation of the risk mitigation measures listed in the toolbox for
further consideration by the European Commission and Member States.

The following chapters summarize the outcome of the workshop and the
background information for each of the four subgroups (chapters 4 to 7),
as well as for the ad-hoc groups dedicated to legislative aspects {(chapter
3), biodiversity (chapter 8), options to measure the effectiveness of risk
mitigation measures (chapter 9), and stewardship activity (chapter 10).
The proposals amended Safety Precaution Phrases as per Regulation (EU)
No. 547/2011 are presented in chapter 3. General conclusions and
recommendations are proposed in chapter 11. The RMMTS and Technical
Advice Sheets are reported in appendix 1 and supportive information as
well as the content of the questionnaires and responses are proposed in
all appendices.
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3 Regulatory framework for setting risk
mitigation measures under Regulation (EC)
No. 1107/2009

Wolfgang Reinert and Martin Streloke

Anne Alix, Burkhard Golla, Gerhard Goerlitz, Volker Laabs, and Veronique
Poulsen for the updated set of safety precaution phrases

3.1 Legislative aspects

3.1.1 Regulation (EC) No. 1107/2009 and the placing of plant protection
products on the market

Plant protection products (PPP) are recognized as an important tool for
producing high quality food in a sufficient amount and at an affordable
price. Despite their benefits, their application may also lead to harmful
effects on human or animal health or on the environment if the
application does not follow the recommended risk mitigation measures
(RMM) set out on the label of the applied product. These risk mitigation
measures are an important part of Good Agricultural Practice (GAP).

Regulation (EC) No. 1107/2009 defines the legislative framework for the
authorization and the placing on the market of PPP in the EU. It is based
on the principle of a sequenced pre-marketing authorization: active
substances, safeners, and synergists for the use in PPP must be approved
at the EU level and placed on a positive list. The PPP themselves are
authorized by Member States (MS).

Regulation (EC) No. 1107/2009 reflects the separation of risk assessment
and risk management: Approval and authorization are legislative acts
based on a scientific assessment of the potential risk from the use of a
PPP. Risk assessors and risk managers represent widely separate entities.

According to Article 4(3) of the Regulation, a PPP shall only be authorized
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if, among other requirements, it is expected that, consequent to realistic
conditions of use, there will be:

e No immediate or delayed harmful effects on human health or animal
health or on groundwater

e No unacceptable effects on plants

e No unacceptable effect on the environment, under particular
consideration of its fate and distribution as well as its impact on non-
target species, biodiversity, and the ecosystem

The term "realistic conditions of use" entails two main elements: good
practices (e.g., good agricultural practice, good plant protection practice)
and risk mitigation measures.

For reasons of efficiency, risks assessment schemes follow a tiered
approach. Products that show no risk under a simple set of generic and
very conservative criteria are quickly sorted out as "acceptable” and do
not have to undergo a detailed and more sophisticated higher-tier risk
assessment. Where the lower-tier risk assessment predicts unacceptable
risks, this does not necessarily lead to a non-authorization decision. The
use of appropriate risk mitigation measures can result in a reduction in
the theoretical risk identified following the application to the GAP
towards an acceptable level. Clearly, risk mitigation measures may also be
applied subsequently to a higher-tier risk assessment.

Risk mitigation measures are mainly risk management tools. However, as
they are part of the risk assessment (in order to prove that a risk
identified can be effectively mitigated), Regulation (EC) No. 1107/2009
requires that risk mitigation measures are identified in the draft
assessment report (DAR) for a PPP made by the rapporteur Member State
(RMS) and addressed in the conclusion on the peer review of an active
substance by the European Food Safety Authority (EFSA) (Art. 12[2]), for
further adaptation and implementation at national level.

As risk mitigation measures are necessary to assure that a PPP is being
used according to the requirements of Article 4(3) (i.e., without harmful
or unacceptable effects), they are also part of the authorization of a PPP
(Article 31[2]). Risk mitigation measures are displayed on the label of the
product (Article 65) and users are obliged to apply them (Article 55);
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Member States shall promote high levels of compliance and, where
necessary, prosecute and sentence cases of non-obedience (Articles 72,
73).

Article 65 (1) and (3) of Regulation (EC) No. 1107/2009 refers to different
types of phrases to be put on the label of a PPP in order to advise the user
on any necessary risk mitigation measures:

e Safety provisions are laid down in Directive 1999/45/EC (transitional
until 1 June 2015, afterwards phrases from Regulation (EC) No.
1272/2008 apply). These are common for all chemicals falling under
the REACH Regulation.

e Safety provisions laid down in Annex Ill to Regulation (EU) No.
547/2011. These provisions are specific for PPPs and are harmonized
(SP-phrases, which are reproduced in Chapter 3.2).

e Any additional specific phrase considered necessary by a Member
State to protect human or animal health or the environment. Any
such additional phrase must be notified, together with an
explanation, to the Commission and all other Member States, in
order to consider them for an inclusion into Annex Il to Regulation
(EU) No. 547/2011.

The zonal system of mutual recognition can only work if risk mitigation
measures are harmonized between Member States as far as possible. This
does not necessarily mean that all Member States must exclusively use
the same set of phrases, but the degree of risk reduction needed should
be determined at zonal level and a common understanding of the
effectiveness of single risk mitigation measures has to be developed. A
classification of measures according to their effectiveness would ease
their harmonized use. Article 36(3) explicitly recognizes the role of risk
mitigation measures, which address specific needs in a certain Member
State. The purpose of risk mitigation measures is mitigating the possible
risk of PPPs so, that there is no harmful or unacceptable effect from the
use of these products. They must be concrete enough to assure that the
protection goal is achieved and flexible enough to allow users to apply the
right measures in a practical use situation. Member States shall describe
the degree of risk reduction expected when using a specific risk mitigation
measure.
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3.1.2 The Sustainable Use Directive (SUD)

Directive 2009/128/EC on the sustainable use of PPPs is a piece of
legislation that is not dealing with the authorization and placing on the
market of PPP, but covers the use phase of these products. It provides
measures that are complementary to those foreseen in other areas of EU
legislation.

The SUD strives to integrate a high level of protection with the principle
of sustainable development (recitals 3, 22, 23). With these objectives, it
goes beyond the concept of "no harmful or unacceptable effect," which is
the basis for granting authorization and its objectives are the reduction of
the impact of PPP use and the promotion of alternatives to conventional
phyto-protection practices.

Measures to be taken under this Directive are not related to single
products, but follow rather a generic approach to reduce the overall risk
and impact of PPP use. Requirements for application machinery, sales of
products, or training and licensing of farmers are outlined in this
document. Other items like aerial application or use of PPP in specifically
protected areas (Water Framework Directive 2000/60/EEC and
2006/118/EC; Biodiversity in Directives 79/409/EEC and 92/43/EEC) are
regulated, too. Rules for integrated pest management (IPM) are laid
down. A national action plan (NAP) must be implemented by each
Member State summarizing all measures to be taken for reducing risks,
goals to be reached in a specific period are set, and results must be
reported to the European Commission. Ideally, all stakeholders work
together to focus their activities and efforts to reach specific goals
outlined in the NAP. All these activities must be implemented by the
national plant protection acts.

3.1.3 Contribution of industry and farmer organizations

Article 7 of the SUD requires Member States to raise the awareness of the
general public about possible risks coming from the use of PPPs.
However, as most of the PPPs are applied by professional users, farmers
and authorization holders have an important role for the proper
implementation of risk mitigation measures. Hence, authorization holders
share the responsibility for a safe use of their products. Beside a correct
labeling of products, generic awareness-raising campaigns for risks are a
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risk mitigation measure, and as such must comply or reflect the
conditions of approval and use of products. For example, reducing
exposure of surface water from point sources is one such important
industry project (see references to TOPPS in Chapter 4 and examples of
Stewardship actions in Chapter 10). Specific awareness-raising campaigns
for company advisers and users of a specific compound are another tool.
Companies can refrain from selling products in vulnerable areas (e.g.,
groundwater protection). Other examples include stewardship projects
for specific PPPs. Model projects {(farms) are run by a few companies
where, for example, farming practices for improving the status of
biodiversity or to reduce runoff are demonstrated.

In a few Member States farmer organizations play an important role in
finding effective risk mitigation measures. They are most important in
awareness-raising and increasing acceptance among practitioners. More
support to farmers and farmer organizations would increase acceptance
of risk mitigation measures among regulators and subsequently
availability of products on the market. Appropriate risk mitigation
measures are an important element to be considered in assessing
whether there is a "significant difference in risk" between a candidate for
substitution and an alternative product (Annex IV to Regulation [EC] No.
1107/2009).

3.1.4 Other regulatory frameworks

Ideally, the measures taken under different legislations and by
authorization holders and farmers are harmonized as far as possible to
reduce risks in the most efficient way. Furthermore, acceptance of risk
mitigation measures by practitioners should benefit from harmonized
approaches under different pieces of legislation. Measures to be taken
under Directive 2000/60/EC (WFD) to control erosion can have a direct
effect on reducing exposure of surface waters by active substances. The
articulation of risk mitigation measures to protect non-target terrestrial
life, and especially biodiversity, is more complex. Nature conservation and
providing habitats in the agricultural landscape does not fall under
regulation (EC) No. 1107/2009, but RMM under this regulation may have
unintended consequences for nature conservation and habitat provision.
As an example, buffer zones applied to hedgerows as a risk mitigation
measure to protect insects may prevent laying out new hedgerow
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habitats, even if money from subsidy programs is available. The more
habitats there are in a landscape the higher the resilience of communities
and populations against any effects of PPPs. In areas where biodiversity is
already low, the remaining species are usually not endangered by the use
of PPP. However, indirect effects of using pesticides on biodiversity must
be avoided. If the use of insecticides leads to an almost complete
eradication of insects in an agricultural landscape because only cropped
fields are left — in extreme cases only with one crop — no insectivorous
birds can live in this area. The use of PPP should not preclude the
recolonization of the aforementioned landscapes. Laying out of new
habitats to increase the recovery potential and avoid indirect effects on
biodiversity or other risk mitigation measures may be needed to avoid
indirect effects at least of products posing highest risks. Balancing these
issues against the need for efficient food production is a challenge. Joint
actions under Regulation (EC) No. 1107/2009, Directive 2009/128/EC
(NAPs) together with an intelligent use of subsidy programs are needed to
strengthen the carrying capacities of agricultural landscapes.

3.2 Experience from setting risk mitigation measures in
Member States

Over the last twenty years, Member States have used mitigation
measures to reduce the risk to the environment for several purposes and
in different ways. Specific rules for protecting areas of drinking water
abstraction, or honey bees and birds, and stipulating buffer zones to
surface waters are well established tools and have been widely used for
regulatory purposes. Furthermore, new and more specific, tailor-made
measures are in use today — for treated seeds or for new groups of
organisms, such as terrestrial invertebrates, for example. In addition, risk
mitigation measures are needed where new protection goals are being
developed, for example in relation to biodiversity, as this has become
important over the last few years.

Under Directive 91/414/EEC rules for Member States existed for setting
risk mitigation measures. In part, legally binding label phrases were
stipulated under national laws to facilitate enforcement of specific
restrictions regarded as very important. The product label is the main
communication vehicle by which the user is informed of the requirements
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for a safe and effective use of a product. The Safety Precautions Phrases
(SP-phrases) are among the information that appears on the label, and
aim at providing pesticide users with directions for use that effectively
mitigate the exposure of and risks to human, animal health, and the
environment. These SP-phrases are most often deduced from the
conclusions of risk assessments. Details on these risk assessments may be
found in guidance documents on the risk assessment, as for example in
the EFSA Guidance Document for Birds and Mammals (EFSA 2009), in the
SANCO document on terrestrial ecotoxicology (SANC0O/10329/2002 rev
2), or guidance documents for non-target arthropods (Candolfi et al.
2002, Alix et al. 2012).

In Annex V of the aforementioned Directive, SP-phrases for protecting the
environment were listed and afterwards reproduced in Regulation (EU)
No. 547/2011. Table 3.1 reproduces the current SP-phrases with
relevance for the protection of the environment, as they may be found in
Regulation (EU) No. 547/2011:

Table 3.1: Safety precautions phrases with relevance to the environment
as in Regulation (EU) No. 547/2011.

Safety Precaution Phrase Criteria for Use of EU ‘Safety Precaution’ Phrase
SPe 1:
To protect groundwater/soil The phrase shall be assigned when an evaluation

organisms do not apply this or any | according to the uniform principles shows that
other product containing (identify | for one or more of the labelled uses such a
active substance or class of mitigation measure is necessary.

substances, as appropriate) more
than (time period or frequency to
be specified).

SPe 2:

To protect groundwater/effects on | The phrase may be assigned as a risk-mitigation
aguatic organisms do not apply to | measure to avoid any potential contamination of
(soil type or situation to be groundwater or surface water under vulnerable
specified) soils. conditions (e.g. associated to soil type,
topography, or for drained soils), if an evaluation
according to the uniform principles shows for
one or more of the labelled uses that risk-
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mitigation measures are necessary to avoid
unacceptable effects.

SPe 3:

To protect [aquatic
organisms/non-target plants/non-
target arthropods/insects] respect
an unsprayed buffer zone of
(distance to be specified) to [non-
agricultural land / surface water
bodies].

The phrase shall be assigned to protect non-
target arthropods, if an evaluation according to
the Uniform Principles shows that, for one or
more of the labelled uses, that risk mitigation
measures are necessary to avoid unacceptable
effects.

SPe 4:

To protect [aquatic
organisms/non-target plants] do
not apply on impermeable
surfaces such as asphalt, concrete,
cobblestones, railway tracks, and
other situations with a high risk of
runoff.

Depending on the use pattern of the plant-
protection product, Member States may assign
the phrase to mitigate the risk of runoff in order
to protect aquatic organisms or non-target
plants.

SPe 5:

To protect birds/wild mammals
the product must be entirely
incorporated in the soil; ensure
that the product is also fully
incorporated at the end of rows.

The phrase shall be assigned to plant-protection
products, such as granules or pellets, which
must be incorporated to protect birds or wild
mammals.

SPe 6:

To protect birds/wild mammals
remove spillages.

The phrase shall be assigned to plant-protection
products, such as granules or pellets, to avoid
uptake by birds or wild mammals. It is
recommended for all solid formulations, which
are used undiluted.

SPe 7:

Do not apply during bird breeding
period.

The phrase shall be assigned when an evaluation
according to the uniform principles shows that
for one or more of the labelled uses such a
mitigation measure is necessary.
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SPe 8:

Dangerous to bees./To protect
bees and other pollinating insects
do not apply to crop plants when
in flower./Do not use where bees
are actively foraging./Remove or
cover beehives during application
and for {state time) after
treatment./ Do not apply when
flowering weeds are present./
Remove weeds before
flowering./Do not apply before
(state time).

The phrase shall be assigned to plant-protection
products for which an evaluation according to
the uniform principles shows for one or more of
the labelled uses that risk-mitigation measures
must be applied to protect bees or other
pollinating insects. Depending on the use
pattern of the plant-protection product, and
other relevant national regulatory provisions,
Member States may select the appropriate
phrasing to mitigate the risk to bees and other
pollinating insects and their brood.

SPr1*:

The baits must be securely
deposited in a way so as to
minimise the risk of consumption
by other animals. Secure bait
blocks so that they cannot be
dragged away by rodents.

To ensure compliance of operators the phrase
shall appear prominently on the label, so that
misuse is excluded as far as possible.

SPr 2*:

Treatment area must be marked
during the treatment period. The
danger from being poisoned
(primary or secondary) by the
anticoagulant and the antidote
against it shall be mentioned.

The phrase shall appear prominently on the
label, so that accidental poisoning is excluded as
far as possible.

SPr 3*:

Dead rodents must be removed
from the treatment area each day
during treatment. Do not place in
refuse bins or on rubbish tips.

To avoid secondary poisoning of animals the
phrase shall be assigned to all rodenticides
containing anticoagulants as active substances.

*this phrase applies to rodenticide products.

In spite of this regulatory framework, overall the degree of harmonization
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among Member States is low and that may slow down the process of
working through zonal applications under Regulation (EC) No. 1107/2009
considerably. Developing harmonized and standardized risk mitigation
measures is an important prerequisite to ease zonal authorizations and
mutual recognition of registrations allowing one Member State to employ
the same risk mitigation measures used by another Member State. A
common terminology about all aspects of risk mitigation measures is
needed. If there is a need to use different SP-phrases, regulators should
be able to judge on the equivalence of different (national) measures.
Networks amongst regulators responsible for decision-making on risk
mitigation measures should facilitate the process of coming to
harmonized approaches.

3.3 A step towards harmonization across Europe

The analysis of the survey undertaken in Europe in the context of this
workshop highlighted a need for a toolbox of risk mitigation measures
offering Member States a certain degree of flexibility to adjust for their
specific conditions on the one hand, while ensuring a common and
consistent approach for the whole EU on the other. A common
understanding about the effectiveness of single measures — the degree of
risk mitigation expected — must be developed to enable harmonized
decisions in zonal authorization procedures. The Commission, in close
cooperation with Member States, may wish to keep an official list of risk
mitigation measures available where the SP-phrase, together with the
degree of effectiveness of the measure and effective alternatives, are
outlined. If Member States need such alternatives to ease plant
protection under their specific conditions they should propose the degree
of risk reduction together with a scientific reasoning to the Commission
and Member States. Such a list would facilitate the use of modern risk
mitigation measures in all Member States while harmonizing plant
protection practices at the same time.

Voluntary measures are preferred because acceptance for such
restrictions among practitioners is much higher than legally binding
requirements. All attempts should be made to increase acceptance.
Therefore, it is important to involve representatives of farmer
organizations when developing concepts of risk mitigation measures. Easy
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to understand text on the label, thorough explanations in training
courses, and informational material are important tools when
familiarizing farmers with risk mitigation measures. On the other hand,
experience has shown that economic pressures reduce acceptance by
farmers, especially for any measure leading to loss of soil or area for
producing crops or complicating farming practices. Therefore, legally
binding risk mitigation measures and a control system are needed to
enforce the SP-phrases. Attention must be paid to the enforceability of a
risk mitigation measure. The wording must be clear from a legal point of
view because in a few situations control actions may end up in court
cases.

High quality education and advice for (professional) users is crucial, as an
effective implementation of risk mitigation measures is only possible if
users are willing to comply. However, no enforcement strategy can go
without controls of compliance, as otherwise it will lose its credibility over
time. As it is very difficult to control farmers when spraying products it
should be possible - for example - to take soil samples in the middle of a
field and within the buffer zone. A clear difference of the two soil
concentrations may indicate that the label restriction was followed. Other
approaches to control the appropriate use of PPP should be developed. It
is the responsibility of Member States to decide upon the choice of the
most appropriate control methods and whether they are relevant for
requirements under the cross compliance system (Regulation (EC) No
1122/2009). Member States must report the results of their controls to
the Commission.

In the core assessment of registration reports (RR) it should be clearly
stated whether there is a need for risk mitigation for fulfilling the
requirements of regulation (EC) No. 1107/2009. Furthermore, the degree
of risk mitigation needed should be defined. Participants felt that the
exact level of risk reduction needed should not be given, but rather a
grouping of risk in classes would facilitate the regulatory work and
communication with farmers. Classes of 50, 75, 90 and 95% risk reduction
are well established. Also 99% might be an acceptable class if it is
scientifically based. Classes may call for a single risk mitigation measure
or a combination of different risk mitigation measures; e.g. air-assisted
boom sprayer in combination with 90% drift reducing nozzles and end-
nozzle.
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The reference point or scenario for defining the efficiency of a risk
mitigation measure — the degree of risk reduction — should be the same
as in the corresponding risk assessment scheme. If runoff PECs are
calculated for a field with a length of 100 m the degree of risk reduction
should not be determined for one with a length of 10 m. Participants felt
that the ongoing use of different exposure models within risk
assessments schemes complicates the setting of harmonized risk
mitigation measures considerably. Scientific data and a robust scientific
reasoning for determining the degree of risk reduction by a single
measure is needed, but often complicated by a lack of data and other
uncertainties. Furthermore, legal requirements, practicality, acceptance
of measures by practitioners, and other non-scientific items are to be
considered when setting risk mitigation measures. Therefore, in
conclusion, pragmatic approaches need to be found, balancing all
important requirements with each other while achieving the legally
required safety level.

At least within one zone a common understanding among Member States
must be developed regarding the maximum acceptable degree of risk
reduction that can be achieved. Otherwise a product or use would be
available in one Member State, but not in the other. If a Member State
accepts a maximum buffer zone of 100 m to surface waters while another
accepts only 20 m, and no other risk mitigation measures are available
critical uses can be authorized in the first Member State, but not in the
second. For example, in some Mediterranean areas even 500 m could, in
principle, be acceptable as there are several crops and uses where no
surface waters are around while applying the product.

For all relevant risks (e.g., surface or groundwater, birds and mammals,
non-target arthropods, in- and off-crop), exposure routes, and other
items, lists can be developed. Such lists might be structured according to
the risk reduction class mentioned (e.g., 75%) and, for example, through
exposure routes. Member States are free to use and apply the most
relevant and suitable measures for their agriculture and conditions. For
example, in one Member State spray drift reducing machinery of class
99% is available while in others even 90% is not.

Using class 75% and the exposure of surface waters via runoff as an

example, one measure might be a grassed buffer zone of 10 m, and as an
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alternative, conservation tillage on the field with a soil cover of 70%. Both
measures can be implemented for the same use and reduce the risk
respectively. A system of risk reduction points was proposed to ease the
use of a combination of risk mitigation measures relevant for the same
type of risk and exposure route (for details see Chapter 4.1). For
communication with farmers it might be best to use only these points.
The label would contain only the information that use of this productin a
specific crop requires the use of a “point/class/star two measure” which
could for example correspond to a risk reduction class of 75%.

From a compliance and enforcement point of view, risk mitigation
measures that are not use- or product-specific, but rather need to be
established before sowing the crop and are effective for the whole season
should be handled differently. A grassed buffer zone for reducing runoff
must be established when, for example, cereals are sown. Such risk
mitigation measures may be regarded as crop-specific.

3.4 Set of possible SP-phrases reflecting the toolbox
developed during the MAgPIE workshop

There is no need to change the basic regulatory system of setting risk
mitigation measures at the EU-level. However, the investigation of SP-
phrases relevant for protecting the environment of regulation (EU) No.
547/2011 as illustrated above, has shown that some might be adjusted to
give Member States more flexibility in setting appropriate risk mitigation
measures. Furthermore, it should be considered whether an EU Guidance
Document on setting risk mitigation measures should be worked out in
order to describe a clear framework for Member States facilitating the
use of EU-wide harmonized label phrases.

It may be difficult to find the text for an SP-phrase describing the risk
mitigation measures to reduce a specific risk in a way that can be used
effectively in all Member States. Besides language and translational
difficulties, agricultural practices are still different, for example the
availability of spray drift reducing machinery varies across Member
States. The sensitivity of the public towards effects on the environment is
different and may lead to different risk management decisions.
Therefore, the SP-phrases should allow Member States some flexibility.
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Specific parts may be even left open for specifications laid down in official
national publications which must be notified to the Commission and
other Member States.

During this workshop, participants reviewed existing SP-phrases in order
to account for upcoming risk mitigation tools to protect the different
compartments of the environment. This lead to the proposal of new and
revised SPe- or SPr-phrases, so that they better reflect the diversity of the
options offered to users to mitigate risks and improve the clarity of the
directions provided.

The following table lists these new or revised phrases as deduced from
the expert discussions. Where risk mitigation comprises various options,
as for example for the reduction of runoff, it is recommended that risk
managers communicate with risk assessors in order to implement the
options that better reflect their risk management policy.

Workshop participants conducted an initial review of the phrases during
the preparation of these proceedings. The wording proposed in these
phrases is meant to reflect the diversity of options while reflecting a
harmonized language. The proposed SP-phrases have also been reviewed
by representative users and farmers and corrected where necessary for
more clarity. They are summarized in Table 3.2 below.

Table 3.2: New and revised SPe- and SPr-phrases as deduced from the risk
mitigation measures (RMM) toolbox presented in the MAgPIE
proceedings. RMM are allocated into the following categories: Buffer
Zones (BZ), aimed at reducing exposure of off-crop areas via spray drift;
Field Margins (FM) and Compensation Areas (CA), aimed at providing
food sources and habitat to off-crop flora and fauna; Spray Drift
Reduction Technologies (SDRT), which involve any technology associated
to sprayers, nozzles, or spraying techniques that will reduce the drift;
Dust Reduction Technologies (DRT), which involve any technology
associated with seed coating, granule manufacture, or drillers to reduce
the abrasion of seeds or granules at drilling or to reduce the spread of
dust out of the cropped area; Good Agricultural Practices (GAP), which
relate to product application (dose and application regime); Crop
Management (CM), which relates to agricultural practice in the crop or
the field margins aimed at reducing a source of exposure or transfer
route; and Bee Management (BM), which relates specifically to measures
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applied to managed bees to keep them from exposure.

Environmental
Area

Risk Mitigation
Measure

Category

Related
SPe-
Phrase in
Regulation
(EU) No.
547/2001

Proposed New SPe-Pl
in the Context of
Regulation (EU) No.
547/2011

Groundwater

Dose of product
(reduction/limit)

Application frequency
{reduction), interval
between applications

Timing of applications
{(e.g., overnight;
before/after
flowering)

GAP

SPel

Existing phrase - no
change:

To protect
groundwater/soil
organisms do not app!
this or any other prod
containing (identify ac
substance or class of
substances, as approp
more than (time peric
frequency to be specit

Groundwater

Soil type

GAP

SPe2

Existing phrase — no
change:

To protect
groundwater/aquatic
organisms do not app!
(soil type or situation:
specified) soils.

Groundwater/
drainage

Vulnerable areas

GAP

None

New SPe-phrase:

To protect groundwat
not apply this or any ¢
product containing

(identify active substa
or class of substances,
appropriate) in vulner
areas (areas of drinkir
water abstraction or c
vulnerable conditions
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Groundwater/ | Crop management GAP None New SPe-phrase:

drainage tools
To protect groundwat

the use of this or any «
product containing
(identify active substa
or class of substances,
appropriate) is only
allowed if specific
management conditio
e.g. use of cover crops
band application, othe
(to be specified) are
fulfilled.

Surface water | No spray zone BZ SPe3 Adapted from curreni

spray drift SPe3:
(spray ) Buffer zone of bare

Off-crop soil SPe3: To protect [aqu:
organisms/non-target
plants/non-target
arthropods/ insects] fi
spray drift respect an
unsprayed buffer zone
(distance to be specifi
to the edge of the
field/surface water
bodies]. The edge of t
field is either the edge
the crop or, in the
presence of a margin
the edge of a margin ¢
(see definition in Chag
6).

Surface water | Wind direction — BZ SPe3 Additional text to be
(spray drift) dependant on spray added to SPe3:

zone
Off-crop The buffer zone may k

adjusted as a function
wind speed, wind
direction, and temper
conditions based on
available
recommendations.
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Surface water
(spray drift)

Off-crop

Drift reducing nozzles
(incl. adjusted spray
pressure, etc.)

Special
equipment/machinery
(Wings-/Tunnel-/Band
sprayer etc.)

Directed spraying
technigues {one-sided
spraying, forward-
speed, reflection
shield, boom-height
adjustment etc.)

SDRT

SPe3

Additional text to be
added to SPe3:

The buffer zone may k
reduced to (distance t
specified) if a combin:
of spray drift reductio
technologies such as ¢
reducing nozzles, spec
equipment to reduce
drift or directed spray
technique [is/are] use
providing at least (% c
drift reduction to be
specified).

Surface water
{(runoff)

Off-crop

Vegetated buffer strip

FM
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none

In countries where a |
runoff risk mitigation
measures provided
together with an
evaluation of their efi
(into the form of an
official guidance orw
book), through e.g., a
point-system has bee
developed, the follow
phrase could be used:

New SPe X1:

SPe X1: To protect [ag
organisms] only apply
fields [adjacent/withir
to surface water] whe
approved mitigation
measures(s) with [X%
reduction of runoff
potential/XY runoff
mitigation points] are
implemented. The off
reference for approve
mitigation measures it
[detail official referen:
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In countries where
recommendations
regarding the mitigati
runoff have been deri
from modeling or onl
product-specific mitig
options are intended,
following phrase coul
used:

New SPe X2:

To protect [aquatic
organisms/surface wa
resources] only apply
fields [adjacent /withi
to surface water] whe
the following
[measure/measure
combinations] were
implemented: [detail |
appropriate measures
combinations thereof

Both phrases could b
complemented with t
following, to take intc
account the case of
farmlands under a rui
risk diagnosis prograr
where it is available a
accepted by regulatoi
authorities:

These product-specifi
runoff mitigation
obligations may be
superseded by
implementing field-sp
runoff mitigation mea
on the field/farmland,
based on the participz
in an officially approve
national runoff risk
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diagnosis and manage
scheme (detail names
officially accepted
diagnosis systems).

To tackle the issue of
concentrated runoff i
agricultural landscape
the following phrase i
proposed:

New SPe Y:

To protect [aquatic
organisms/surface wa
resources] only apply
fields [within Y m to
surface water] where
concentrated runoff is
prevented by appropr
measures (see [detail
official reference or
whitebook for
concentrated flow
mitigation measures])

This sentence could n
the prevention of
concentrated runoff r
binding in comparisoi
with relying on good
agricultural practice c
A control in the field
would be done via the
traces of concentrate
runoff in-fields {erosi
rills or gullies and
deposited sediment a

field edges).
Surface water | Multifunctional field FM None New SPe to introduce
(spray drift, margins {e.g., as margins to protect on
runoff) gualification of a several groups of
vegetated buffer) organisms and mitiga
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Off-crop

in-crop

Note that in situations
where runoff
transfers only need
mitigation then SPe2-
phrases only would be
needed

transfers via runoff (n
functional field margi

To protect
[birds/mammals/aqus
organisms/non-target
arthropods/non-targe
plants] and limit risks
related to situations o
runoff, respect a
unsprayed non-cropps
vegetated buffer zone
(distance to be specifi
to [the edge of the fie
/surface water bodies
which should consist ¢
[wild bird seed mix/wi
flower mix/pollen and
nectar mix/sown gras:
order to provide the
requested benefits.

Surface water | Landscape-dependant | BZ/CA None Additional text to be
(spray drift,) buffer zones added to a SPe aimin
introducing field mary
Off-crop to protect wildlife:
In- crop An implementation of
buffer zone for the
purpose of wildlife
protection may not be
needed if recovery are
that provide a habitat
already present in the
farmland and represe!
(percentage to be
specified) of the farml
surface.
Surface water | Dose of product GAP None New SPe proposing
(spray drift, (reduction/limit) adapted Good Agricul
runoff, o Practices (GAP) to rec
drainage) Appllca‘tlon frequency exposure of wildlife o
(reduction), interval transfers via runoff:
In-crop between applications
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Off-crop

Timing of applications
(e.g., overnight;
before/after
flowering)

To protect
[birds/mammals/aque
organisms/pollinators
target arthropods/nor
target plants/limit risk
related to situations o
runoff] respect an
application rate of
maximum (applicatior
to be specified}/do no
apply this product mo
than (time period or
frequency to be specil
do not apply during t
bird breeding period {
may be proposed at v
level)/restrict applicat
to (dates or growth st.
to be specified).

Birds/wild Incorporation of GAP SPe5 Current SPe5 — no che

mammals granules and pellets
To protect birds/wild
mammals the product
must be entirely
incorporated in the sc
the end of rows.

Birds /wild Spillage removal GAP SPe6 Current SPe6 — no che

mammals
To protect birds/wild
mammals remove spil

Birds /wild Restriction with GAP SPe7 Current SPe7 — no che

mammals regards to the timing ) ,

of application Do not apply during bi

breeding period (date
may be proposed at v
level).

Birds/wild Caution with regards GAP New SPe-phrase:

mammals to application of

repellents Add repellents to
formulation in order t
avoid ingestion by bir¢
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and mammals.

Birds/wild
mammals

Caution with regards
to the application of
rodenticides

GAP

SPrl

Current SPrl-phrase -
change:The baits mus
securely deposited in
way so as to minimise
risk of consumption br
other animals. Secure
blocks so that they cal
be dragged away by
rodents.

Apply baits in confinet
places in order to avoi
non-target organisms’
exposure.

Birds/wild
mammals

Caution with regards
to the application of
rodenticides

GAP

SPr2

Current SPr2-phrase -
change:Treatment are
must be marked durin
treatment period. The
danger from being
poisoned (primary or
secondary) by the
anticoagulant and the
antidote against it shc
be mentioned.

Birds/wild
mammals

Caution with regards
to the application of
rodenticides

GAP

SPr3

New SPr3-phrase:

Dead rodents must be
removed from the
treatment area each ¢
during treatment. Do
place in refuse bins or
rubbish tips.

Remove carcasses in ¢
to avoid secondary

poisoning of prey bird
carnivorous mammals

Migratory
birds

Caution with regards
to application

GAP
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on migrant birds restii
grounds.

Honey bees

Pollinators

Remove or cover bee
hive

Close hives 1 day
before spraying

Alert beekeepers

BM

SPe8

Adapted from curreni
SPe8:

Dangerous to bees./Tc
protect bees and othe
pollinating insects do
apply to crop plants w
in flower./Do not use
where bees are active
foraging./Remove or ¢
beehives during
application and for (st
time) after treatment.
not apply when flowe
weeds are present./ D
apply before (state tin
Respect a flowering st
[width to be specified
[distance to be specifi
of the treated field.

Alert beekeepers prio:
applying the product t
allow adeguate mitige
measures to be taken,
avoid bee colonies’
exposure.

3.5 From the toolbox to the implementation of a procedure

in Europe

A toolbox or list of risk mitigation measures must be published by the
European Commission in close connection with Member States. National
orders specifying the measures to be taken in each Member State must
be communicated to the Commission and other Member States to
facilitate information exchange and subsequent harmonization among
Member States. According to Art. 31 (4.a) of Regulation (EC) No.
1107/2009, Member States are still responsible for setting risk mitigation
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measures.

To facilitate the implementation of the new type of SP-phrases, these
may include a reference to legally binding order that is in force at the
Member State-level, in which details of the risk mitigation measure can
be stipulated in a way appropriate for each single Member State. As an
example for spray drift the following phrase was worked out during the
workshop:

SPe3 (new)

To protect [aquatic organisms/non-target plants/non-target
arthropods/insects] from spray drift, respect an unsprayed buffer zone of
(distance to be specified) to the edge of the [field/surface water bodies].
The edge of the field is either the edge of the crop or, in the presence of a
margin strip, the edge of a margin strip.

This new SPe3 can be used for different types of risks, which are
mentioned in brackets. Furthermore, the distance to surface waters or
hedgerows, or a percentage of risk reduction can be stipulated as
appropriate. This new type of SP-phrase would clearly lead to greater
harmonization of labels than is currently achievable. At the same, time
Member States would be able to meet their responsibilities in a flexible
and efficient way.

Another example for runoff is given below:
SPe X1 (new):

To protect [aquatic organisms] only apply to fields [adjacent/within Y m to
surface water] where approved mitigation measuress with [X% reduction
of runoff potential/XY runoff mitigation points] are implemented. The
official reference for approved mitigation measures is [detail official
reference].

With this option harmonization is promoted through an agreement on
the level of reduction that needs to be reached. Such a system would
move the regulatory focus from the measure itself and primarily put it on
the protection goal. It has the potential to achieve a high level of
harmonization of risk mitigation between different Member States
without forcing a break with current national risk mitigation approaches.
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There are legal, technical, or historic reasons why things are defined
slightly differently, but harmonization can be achieved in future.
Geographical and climatic conditions will prevail and flexibility will be
needed when all other items are fully harmonized. The new type of SP-
phrases would allow to agree on common protection goals in different
national contexts.
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4 Risk Mitigation Measures to protect
surface waters

Colin Brown, Volker Laabs, Neil Mackay, Anne Alix, Rita Bradascio, Jeremy
Dyson, Burkhard Golla, Katja Knauer, Dirk Rautmann, Bjoern Roepke,
Manfred Rottele, Martin Streloke, and Jan Van de Zande

4.1 Introduction

Surface water bodies (e.g., rivers, streams, lakes, ponds) need to be
protected from unacceptable impacts of crop protection products.
Pesticide pollution sources for surface water can be differentiated into
point source and diffuse pollution. Point source pollution originates from
farmyard operations and spillages or accidents in the field. Point source
pollution is not considered during the regulatory risk assessment for
pesticides, as it is not a consequence of a proper use of the products and
can be avoided by the operator using appropriate management practices
(Good Agricultural Practices). Diffuse pollution can originate from correct
pesticide applications to fields. Three major potential pollution pathways
exist: spray drift, surface runoff, and (subsurface or artificial) drainage.
Another indirect diffuse pollution source for surface water may be
recharge from groundwater; however, this pathway is in principle
separately addressed via the risk assessment for the groundwater
compartment (leaching). Wet or dry deposition of pesticides following
volatilization from treated surfaces is a further route of entry to surface
waters, but mitigation measures to reduce exposure via this route were
not discussed at the MAgPIE workshop.

To protect aquatic organisms against unacceptable threats, the EU
regulatory risk assessment process for surface water considers all three
major diffuse pollution pathways in its FOCUS (FOrum for the
Coordination of pesticide fate models and their Use) scenarios (FOCUS
2001). Six scenarios consider entry via artificial drains and spray drift,
while the remaining four consider entry via surface runoff and spray drift.
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In principle, each of these pollution pathways may lead to unacceptable
predicted environmental concentrations (PECs) in the receiving water
body. Consequently, suitable and accepted mitigation measures for each
of the three pollution pathways may be needed in EU Member States in
order to achieve successful risk mitigation to protect surface waters.

4.2 Surface runoff

Surface water can be contaminated by pesticides dissolved in the water
phase of runoff or carried on sediment particles eroded by runoff. Thus, it
is necessary to assess the risks for the regulatory authorization of
pesticide uses, and for farmers to manage the risks in their fields in
practice.

Fundamentally, runoff is caused by precipitation (or irrigation water) not
being able to infiltrate through the soil fast enough, resulting in two types
of runoff (see Figure 4.1). The first is due to a low permeability at the soil
surface (infiltration restriction), due to its natural properties (heavy soil
texture, capping), or soil compaction. The second is due to water flow
restrictions below the soil surface — because the subsoil is less permeable
than the topsoil. This may occur due to natural reasons, such as heavier
textured subsoil, or due to soil cultivation practices, e.g., plough pans and
sub-surface compaction. However, runoff occurs in these cases only when
topsoil in lower slope positions saturates completely with water
(saturation excess) due to water movement accumulating there below
the soil surface. Another reason for this type of runoff can be the
existence of a very shallow groundwater table. In principle, both types of
runoff may occur in the same field, though often one will dominate.

Generally, runoff can be subdivided into two groups: one that tends to
move uniformly down the whole or part of a field as diffuse sheet runoff,
or one that tends to concentrate into discrete flow channels, either due
to localized flow restrictions or channelling at the soil surface (e.g., along
tramlines, cropping rows) or due to converging water flow in the larger
landscape, following so-called talwegs (or waterways) downslope. Any
concentrated runoff and erosion channels in-fields effectively extend the
river and stream network into agricultural fields and are potentially the
greatest cause of adverse diffuse pollution of surface water by pesticides.
Through implementing appropriate Best Management Practices (BMPs)
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concentrated flow phenomena can be strongly reduced or completely
avoided in practice (save for the most extreme precipitation events), thus
reducing their potential impact to generally acceptable levels. For
example, compaction management of tramlines and orienting tramlines
across the slope reduces runoff and erosion from them dramatically {e.g.,
Deasy et al. 2010). Also, planting grassed waterways in talwegs reduces
levels of pesticide in surface water, also acknowledging that pesticides
should not be used in these saturated runoff source areas. Concentrated
flow is one of the main reasons for cases of low effectiveness of
vegetated buffer strips under field conditions (Blanco-Caqui et al. 2006). It
can be actively managed through good agricultural practices that also
address a range of other environmental issues, primarily soil loss (and
hence loss of agricultural productivity), sedimentation of water courses,
and nutrient or pesticide transport to surface water.

al

& Surface runoff

& a) Infiltration restriction:
volume of rain » than soil infiltration

b} Saturation excess {mainly winter}):
water holding capacity is full

Figure 4.1: Runoff generation types (TOPPS-PROWADIS runoff diagnosis training,
www.topps-life.org; modified)

To design a sound regulatory scheme to mitigate risks of runoff, it is
important to have insight into how runoff and field erosion affect the
amount of pesticide transfered to surface water and how successful
buffers are at preventing this transfer. First of all, pesticide transfers from
fields are known to increase exponentially as runoff and erosion levels
increase. Yet, as the effectiveness of buffers for runoff mitigation is
inversely related to the amount of runoff from fields, they generally get
more efficient as runoff and erosion levels decrease. This means it is
important to have an integrated approach to runoff and erosion
management, which combines in-field measures reducing runoff at
source (by maximizing water infiltration in agricultural fields), and
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vegetated edge-of-field strips, which buffer the remaining runoff from
fields. In this way, in-field measures and edge-of-field buffering mitigation
strategies act in a synergistic way to reduce runoff from agricultural fields.
Consequently, farmers should focus on reducing field runoff (and erosion)
at source, using a toolbox of known BMPs, and as a second step
implement vegetated filter strips (and additional edge-of-field or off-field
measures) to cope with the risk of any remaining runoff and erosion.

From a regulatory perspective, using representative field scenarios, it
makes sense first to see how much pesticide transfer from field runoff
and erosion needs to be mitigated (% of baseline runoff) to avoid
unacceptable effects on aquatic organisms (Art. 4(3)e(ii) of Regulation
(EC) No. 1107/2009) in edge-of-field surface water. Afterwards, it would
be up to national regulators prescribing measures (or combinations
thereof) from a toolbox of different in-field (e.g., no-till), edge-of-field
(e.g., vegetated buffer strips), or off-field measures to achieve the
targeted mitigation effectiveness. This could either be done via higher-
tier modeling, or via a combinatory approach using default mitigation
effectiveness values listed for the individual measures in official lists (i.e.,
national runoff mitigation toolboxes).

In summary, the regulatory perspective tends to work from the water
body back to the field, while the farmers’ perspective works from the
field to the water body. A flexible runoff mitigation concept using a
toolbox of acceptable in-field, edge-of-field, and off-field measures brings
the two different perspectives together, meeting regulators’ needs to
ensure environmental protection and farmers’ needs for practical ways to
implement runoff mitigation measures in their fields while farming
productively. Taking into account the variability of rainfall-soil-landscape
scenarios and thus runoff generation conditions at catchment level, it is
important to note that successful water protection depends on achieving
the intended mitigation effectiveness on average across all treated fields
in catchments, and less on achieving 100% of the mitigation effectiveness
target for each individual field.

Another basic consideration is, if runoff mitigation is only to be
implemented for fields directly bordering surface water, or if a certain
distance (e.g., 100 m) between downslope field edge and next surface
water body will be defined for application of surface runoff risk mitigation
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(or at least for concentrated runoff mitigation — see Chapter 4.2.4 on
proposed new safety precaution phrases).

4.2.1 Surface runoff risk mitigation concept

The aim of the proposed mitigation concept is to achieve a specified
runoff mitigation goal in the field and at the same time to allow farmers a
certain degree of freedom to choose the appropriate mitigation measures
that fit best to their cropping system and landscape conditions.

Good agricultural practice on fields is a prerequisite for effective runoff
risk mitigation; the prevention of concentrated runoff from e.g.,
tramlines, rills, and gullies is a baseline activity and should be ensured by
appropriate best management practices (such as tramline management
schemes, grassed waterways, etc.) in any case as far as possible. Existing
concentrated flow phenomena will also make many potential runoff
mitigation measures less effective or ineffective (e.g., vegetated buffer
strips, no-till), prejudicing the intended runoff mitigation effect of
implemented measures. Tables A2.1 and A2.2 in Appendix 2 list a number
of basic mitigation measures to reduce or prevent concentrated flow in
agricultural fields. In the multi-stakeholder EU water protection project
TOPPS-PROWADIS (www.topps-life.org), there is also a concentrated flow
diagnosis, helping the user to select the appropriate measures to mitigate
concentrated flow (Runoff BMP booklet). A more binding option would be
to prescribe an effective management of concentrated flow via a safety
precaution phrase (see proposal in Chapter 4.2.4 — either for all applied
products or only for the ones that require runoff mitigation). For
regulatory purposes it is important that a control of measures is possible;
this would mean the farmer keeping a plan available for inspection with
details of mitigation measures for all fields, together with a scientific
reasoning from a competent organization for the effectiveness of the
measures. Alternatively, mitigation failure could also be observed in the
fields (e.g., erosion rills or deposited sediment below field) and
documented.

The base case for diffuse runoff risk mitigation in the EU is the use of
FOCUS modeling for different EU runoff scenarios in order to calculate
surface water exposure concentrations. If a toxicity-exposure ratio (TER)
of a representative (or worst-case) scenario is too low, a higher-tier risk
assessment needs to be undertaken to demonstrate a safe use. A similar
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approach is taken by EU Member States that have national modeling
approaches established for surface water risk mitigation (based on their
specific models, parameterization, and scenarios). By defining only a
runoff mitigation target (% mitigation needed based on the model and
scenario used) in a first step, zonal rapporteur Member States would
leave it up to national registration authorities how to achieve this target.
At national level, regulators could define their nationally-approved
mitigation toolbox, specifying the applicable measures and, if modeling is
not used, the assigned default mitigation effectiveness values for their
country.

The proposed basic set of runoff risk mitigation measures (toolbox) is
listed in Table 5.1 (all pesticides) and Table A2.3 (differentiated according
to hydrophobicity of pesticides, thus considering a predominant solution-
or particle-based transport of substances) in Appendix 2. It should be
noted that such a list (also at national level) needs to reflect the current
state of knowledge. Therefore, the lists should be reviewed and updated
regularly to remain flexible and open for new mitigation measures and
approaches.

The following process is proposed for a harmonized EU regulatory runoff
mitigation concept:

Step 1: Identification of basic runoff risk mitigation need (in % of base
case)

The risk assessment outcome (EU FOCUS or national) identifies the
necessary runoff reduction effectiveness (e.g., a required reduction of the
PEC from 10 pg/L to 1 pg/L equals a mitigation need of 90%), which needs
to be achieved in practice by implementing appropriate risk mitigation
measures.

Step 2: Define appropriate risk mitigation measures (with defined
effectiveness) as toolbox

The toolbox is a list of in-field, edge-of-field, and off-field runoff
mitigation measures, which are accepted at national level for reducing
runoff risks. Depending on national set-up, either the risk mitigation
measures are integrated into higher-tier modeling (i.e., measures are
considered via modified model parameters, such as reduction in curve
number) or a basic mitigation effectiveness value is assigned to each
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measure. In Table 4.1, a basic list of runoff mitigation measures and their
effectiveness values and integration into modeling is proposed as an EU-
wide toolbox.

A basic runoff risk mitigation measure which is already used in several EU
Member States (e.g., BE, BG, CZ, DE, ES, Fl, IT) and in Switzerland, is the
establishment of (permanently) vegetated filter strips between the
treated field and surface water bodies. Mostly, filter strips of different
widths are accepted (e.g., 5, 6, 10, 20 m) in the regulatory risk
assessment, and implementation is easy to control in the field.

Step 3: Provide methodology to calculate overall effectiveness for
combinations of risk mitigation measures

As the farmer shall have the flexibility to choose from the toolbox of
mitigation measures according to their needs and be able to combine
different measures for increased effectiveness, rules must be officially
established to dictate (i) which measures may be combined, and (ii) how
the overall effectiveness for combinations of measures is calculated.

The use of a simple runoff mitigation effectiveness value per measure
(based on evidence from the literature, e.g., choosing a median or xth
percentile value of reported results) has the advantage of being easy-to-
use and light on regulatory workload; the drawback of this approach is
the less accurate approach (ignoring the influence of local environmental
conditions) and that a national acceptance for these more simplistic
values needs to be ensured.

The effectiveness of vegetated filter strips of different widths, as well as
that of several in-field mitigation measures (see Table 4.1), can be
modeled e.g., using the PRZM-SWAN-VFSMOD models, meaning that a
simulation of overall effectiveness of combinations of measures is also
possible. The advantage of the integrated modeling approach is the
complete scientific assessment of runoff conditions; the drawback is the
higher modeling workload for all integrated measures and intended
combinations thereof.

4.2.2 Toolbox of surface runoff risk mitigation measures

There is a multitude of potential and field-tested mitigation measures
which can be sorted according to their nature; an overview is provided in
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Figure 4.2, which was developed by the TOPPS-PROWADIS project based
on a multi-stakeholder process and literature review.

Runoff mitigation measures can be allocated to three different classes: (i)
in-field mitigation measures, being implemented on the cropped field; (ii)
edge-of-field mitigation measures, being implemented right at the
downslope edge of the field; and (iii) off-field mitigation measures, being
implemented downslope of the field, but not necessarily in direct contact
with the field edge.

A survey of existing regulatory runoff mitigation measures (and related
information) in EU Member States and associated countries was
conducted in the framework of the MAgPIE workshop. The results are
summarized in Table A2.4 in Appendix 2. Results of this survey
demonstrate that some of these measures are already used for risk
mitigation in one or more EU Member States: e.g., vegetated buffer strips
(BE, BG, CZ, DE, ES, Fl, IT; also CH), edge-of-field bunds (IT), water
retention systems (DE), reduced tillage (BG, IT), band spraying (IT), and
soil incorporation of product (IT).
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Figure 4.2: Overview of available runoff mitigation measures (source: TOPPS-
PROWADIS, Runoff BMP booklet, www.topps-life.org)

In order to propose a toolbox of runoff mitigation measures, a number of
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basic mitigation measures were identified during the initial workshop in
Rome and in the following break-out group working phase that are
considered to be universally accepted as effective in science and by
agricultural stakeholders (see Table 4.1). The table lists proposals for
basic mitigation effectiveness per measure, based on MAgPIE literature
evaluations and expert judgment. These mitigation effectiveness values
are designed to express the reduction in pesticide concentrations in
surface water in the field that can be expected to arise from deploying
the respective mitigation measure. As they are intended for use on the
ground in selecting field measures, they deliberately simplify the
mitigation effect into a single value. As an example, vegetated filter strips
act to reduce pesticide transfer to water via surface runoff by (i)
facilitating infiltration of runoff water and dissolved pesticide as it passes
across the strip; and (ii) trapping erosive sediment and any associated
pesticide. The mitigation effect of a vegetated filter strip will be different
for pesticides primarily in the aqueous or sediment phases. For dissolved-
phase pesticide, the reduction in pesticide load reaching surface water
will be greater than the reduction in pesticide concentration within the
surface water because the volume of runoff entering surface water is
decreased as well. These detailed processes associated with vegetated
filter strips are simplified in Table 4.1 into a single effectiveness value
intended to guide selection and uptake of mitigation measures in the
field. Considering the different mitigation effectiveness of measures for
predominantly solution- or particle-based transport of substances with
runoff water, differentiated effectiveness values are supplied in Table
A2.3 in Appendix 2 for hydrophilic (Koc <1000 L Kg-1) and hydrophobic
pesticides. The values selected are intended to be representative and
relatively precautionary, but not absolutely worst-case. It is recognized
that field evidence on mitigation effectiveness continues to grow and that
values may need to be refined further in due course within the
framework of detailed evaluations at Member State and EU level.

Given that the focus of the basic mitigation effectiveness values in Table
4.1 is field selection and uptake of mitigation measures, there is also a
need to incorporate the effect of different measures into the risk
assessment for pesticides. The final column of Table 4.1 provides
recommendations for how to achieve this integration of mitigation
measures into regulatory exposure modeling, as an alternative to using
basic mitigation effectiveness values.
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Further measures, which were discussed but were not considered ready
for integration into the basic toolbox of a regulatory concept are listed in
Table A2.1 in Appendix 2. At present, these measures do not have
sufficiently robust evidence in the available literature, field data, or
knowledge, but each may have a role to play in runoff mitigation where a
plan can be developed by a competent authority or organization. A
comprehensive overview on all discussed measures and also measures to
reduce concentrated runoff, the reasoning for their effectiveness, and the
literature references are provided in Table A2.2 in Appendix 2.

A specific measure that is reported in the literature, but has not been
included in Table 4.1 is vegetated filter strips with width <5m. Although
the literature reports such structures to have some effect in reducing
pesticide transfer to surface water in runoff, Reichenberger et al. (2007)
note in their review that there is systematic bias in the studies present in
the literature. Several studies consider vertisols that are prone to cracking
and thus macropore flow that may accentuate infiltration of water under
dry antecedent moisture conditions. Other studies on narrow buffers
used simulated rainfall or run-on, but without pre-irrigation of buffers;
the antecedent moisture content is not actually reported in these studies
and so the relative vulnerability of the situation studied is unknown. For
these reasons, vegetated filter strips <5m in width are excluded from
Table 4.1 and research is required to demonstrate the effectiveness of
these structures under a wider range of conditions. It should be noted
that narrow buffers are likely to be more acceptable to farmers than
wider buffers when applied within the field, and that use of in-field
buffers to intercept runoff close to the point at which it is generated is a
particularly effective approach in many situations. Ultimately, it remains
up to the individual Member States to define the minimum width of
vegetated buffer strips that they still consider to be of reliable
effectiveness for runoff mitigation under their national conditions.

Table 4.1: Proposed toolbox of basic runoff mitigation measures. The
basic mitigation effectiveness provides a generic and representative
measure of reduction in pesticide concentrations in surface water that
aims to simplify and promote selection and uptake of mitigation
measures in the field. The proposed modeling approach provides a
recommended method to incorporate the respective mitigation measure
into regulatory exposure modelingrisk assessment. More detailed
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information on references is provided in Table A2.2 in Appendix 2).

Runoff Strength of Basic Proposed Modeling Tools or
Mitigation . Scientific = Mitigation | Parameter Modifications
Measure . Evidence*  Effectiveness! |

Edge-of-field

measures

5 m vegetated +++ 40%2 VFSMQD14

filter strip

10 m vegetated +++ 65%3 VFSMOD
filter strip

20 m vegetated +++ 80%3 VFSMOD
filter strip

Edge-of-field + 40%4 Calculation of water retention,
bunds infiltration and environmental
fate

In-field measures |

No-till / reduced ++ 50%> 6,7, 8 Curve number reduction: -3
tillage

In-field bunds + 50%4 Curve number reduction: -315
(row crops)

5 m vegetated ++ 50%° Modeling approaches would
filter strips need to be adapted

Inter-row ++ 50%24 Proportionate consideration of
vegetated strips curve numbersit

(in permanent
crops)

Off-field
measures

Artificial wetland +++ 75%10, 11 Calculation of water retention,
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and retention infiltration and environmental

pond fate

Vegetated ++ 50%12,13 Calculation of water retention,

ditches infiltration and environmental
fate

* Symbols mean: +: few scientific publications existing; ++: many scientific publications existing;
+++: abundant scientific publications existing; see also Table A2.2 in Appendix 2.

1Values give broad effectiveness (expressed in % of baseline concentration in surface water due to
surface runoff) based on MAgPIE literature evaluations and expert judgement; values may need to
be refined further to reflect more detailed evaluations of efficacy at Member State and EU level;
these values are used to derive mitigation points for each measure from respective mitigation
point scale (see Table 4.2).

2 CCPF-Ministero della Salute 2009

3 Conservative mean of values for high- and low-sorbing pesticides from: (Reichenberger et al.
2007).

4 Proposal of Swiss regulatory authority for runoff mitigation effectiveness: 50%; according to
reference 2: 20%.

5 UBA 2004

6 Miao et al. 2004

7 Deasy et al. 2010

8 Maetens et al. 2012

9 Reichenberger et al. 2007. See Fig. 1, and reflecting the fact that buffer strips closer to runoff
source have higher efficiency than edge-of-field or riparian buffer strips.

10 Stehle et al. 2011

11 Maillard et al. 2012
12 Gregoire et al. 2009.
13 Moore et al. 2008.

14 The regulatory status of VFSMOD in the EU regulatory process is currently uncertain. The model
is recommended for use here given its general validation status in the scientific literature and
because it is able to reflect changes in buffer efficacy based on e.g. changes in antecedent
moisture conditions. Additional work is recommended outside of the MAgPIE process to reach a
conclusion on the regulatory acceptability of the model in the EU. A particular issue is evaluation
of coupling of the basic VFSMOD code with the regression equation for pesticide transfer across
vegetated filter strips reported by Sabbagh et al. (2009).

15 Bunds are equivalent to terraces: Using the TR-55 curve number (CN) guideline, up to 4 lower
CN are recommended; Use a fraction, if the bund only catches part of the runoff (bypassed)

16 proportionate calculation means: curve number CN= (% permanent crop area * CN{permanent
crop)) + (% vegetated strip * CN{vegetated strip))

In order to achieve an adequate mitigation effectiveness of measures,
appropriate environmental conditions and technical aspects of their
implementation need to be defined in detail (at national level), as well as
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— if needed — appropriate activities for maintenance of measures. The
technical advice sheets for risk mitigation measures in Appendix 1 provide
a first basis for such specifications at an integrated European level.

The basic runoff mitigation effectiveness values provided in Table 4.1 are
proposals for average effectiveness (e.g., usually 25th to <50th percentile),
derived from available literature data and completed based on expert
judgement. The reason for not using a “worst case” approach {e.g., 10th
percentile) for measure effectiveness is (i) that an appropriate definition
of acceptable implementation conditions (e.g., prohibiting establishment
of vegetated filter strips in shallow groundwater areas) and maintenance
prevents many cases of low effectiveness (as reported in the literature),
and (ii) that the mitigation measures need to achieve their assumed
effectiveness on average in an agricultural landscape, thereby making a
certain amount of cases with lower effectiveness acceptable. The
effectiveness of some measures depends on the sorptive properties of
active substances (i.e., high or low Koc), which is reflected in
differentiated effectiveness values provided as an alternative in Table

A2.3 in Appendix 2.

Obviously, EU Member States should be free to include or discard
measures in their national toolbox and to assign different effectiveness
values to each measure (reflecting the degree of conservativeness for
each measure). This does not prejudice the goal of a harmonized (zonal)
runoff mitigation concept, as long as a certain minimum degree of overall
runoff mitigation (e.g., 90%) is still possible in each EU Member State.

Control of the appropriate implementation of regulatory risk mitigation
measures must be possible in the field. For some {perennial) risk
mitigation measures this is straightforward (e.g. via field inspection),
while for others an adequate mechanism for documentation (e.g., field-
specific records, including photographs) by the farmer, as well as
auditable criteria for “good implementation practice” need to be defined
and published.

4.2.3 Calculating overall mitigation effectiveness for combinations of
measures

All risk mitigation measures that can be integrated into regulatory
modeling can also be simulated in combinations, providing a direct

98

ED_002144_00005745-00098



mitigation effectiveness output for combinations of measures.

For measures that have been assigned a basic mitigation effectiveness
value (e.g., 50% runoff reduction), a methodology must be established to
calculate the overall mitigation effectiveness for two or more measures
applied to one field. In principle, two standard methods can be used to
calculate the overall mitigation effectiveness of combinations of risk
mitigation measures: a multiplicative or an additive approach. As a
compromise between the relatively less conservative (additive, or linear)
and the most conservative {multiplicative, or logarithmic) approach, a
hybrid approach may be adopted, providing intermediate protectiveness
(see Table 4.2 and Figure 5.3).

In order to provide a simple user interface for farmers and advisors, risk
mitigation effectiveness for each measure could be translated into
mitigation effectiveness points (e.g., 50% risk reduction equals 30 points,
90% risk reduction equals 100 points, for the multiplicative approach).
The farmer just needs to know the number of mitigation points that is
required for a product use and can then choose a combination of
measures from an official list of measures (whitebook) that adds up to
equal or more than the defined points requirement. The whitebook is to
be established at national level and lists the acceptable runoff mitigation
measures and the mitigation points per measure. As the point scale used
reflects the combinatory approach (multiplicative, hybrid, additive), the
farmer can always simply sum up the points without having to deal with
complicated calculations. In principle, this points system could be applied
to all surface water exposure pathways, i.e., also drainage and spray drift.

Table 4.2: Overview on potential combinatory point system scales for
calculation of mitigation points.

Mitigation Calculated Mitigation Points
Effectiveness
(%)
Logarithmic scale: Double-exponential Linear scale:

Multiplicative effects scale: Hybrid effects Additive effects
{most conservative) (medium conservative) | (less conservative)

40 22 21 20
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45 26 25 25
50 30 30 30
55 35 34 35
60 40 39 40
65 46 44 45
70 52 50 50
75 60 56 55
80 70 64 60
85 82 73 65
90 100 86 70
95 130 106 75
99 200 130 79

As can be seen in Table 4.2 and Figure 4.3, there are no large differences
in the scale system below a mitigation requirement of 70%; the
conservativeness of the different methods shows only for higher
mitigation needs. Yet, all of these approaches ignore the potential for
synergistic effects of mitigation measures, reflecting their basic
conservativeness: in reality, for example, the reduction of runoff water by
50% using no-till would further increase the runoff reduction
effectiveness for vegetated filter strips, as they show higher effectiveness
for lower runoff water volumes.

EU Member States might want to define an upper limit for possible
mitigation to be achieved (e.g., 99%, as in Table 4.2), thereby creating a
practical cut-off for products with high mitigation needs. Similarly,
Member States may (i) limit the maximum width of vegetated filter strips
that they are willing to accept in their regulatory risk mitigation systems
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or (ii) define a minimum width of vegetated filter strip (e.g., 5 m) that
always needs to be established as a basic measure if runoff mitigation is
needed.
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Figure 4.3: Visualization of mitigation points assigned to the overall mitigation need.
Mitigation case example using field evidence-based effectiveness values
for measures:
Step 1: Determination of basic runoff mitigation need

Product A needs a reduction of the runoff-induced exposure by 90%. This

would translate to

- 100 mitigation points (Table 4.2, logarithmic scale)

- 86 mitigation points (Table 4.2, double-exponential scale)
- 70 mitigation points (Table 4.2, linear scale)

Step 2: Toolbox of measures

The amount of mitigation points per measure is determined in this
example by taking the individual mitigation effectiveness value (%) listed
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in Table 4.1 and reading across the corresponding mitigation points in the
different point scale systems (in practice, an official list of measures
would only provide the mitigation points per measure). For example, a
10-m vegetated buffer strip is listed with an effectiveness of 65% (Table
4.1), which corresponds to 46 mitigation points in the logarithmic scale,
44 in the hybrid scale, and 45 in the additive scale in Table 4.2.

The farmer checks the available mitigation measures in the official table
(e.g., the ones from Table 4.1), which would also list the mitigation points
per measure, and can now choose different measures or combinations
thereof. Presumably, the farmer will choose the measure(s) that are
implemented with the least influence on their cropping system or the
least investment regarding time and money (or land) for establishment
and maintenance.

Step 3: Assessment of combinatory effects

The farmer adds up the points for the chosen measures and checks if this
achieves the necessary amount of mitigation points needed for the
application of the product. For this example, the following combinations
of measures would qualify:

Logarithmic (multiplicative) scale (100 points needed): e.g.,

-» 20 m vegetated filter strip (70 points) & no-till (30 points): 100 pts

-> 10 m vegetated filter strip (46 points) & no-till (30 points) & vegetated
ditch (30 points): 106 pts

-> 5 m vegetated filter strip (22 points) & no-till (30 points) & retention
pond (60 points): 112 pts

Double-exponential (hybrid) scale (86 points needed), e.g.,

->» 20 m vegetated filter strip (64 points) & no-till (30 points): 94 pts
- 5 min-field vegetated filter strip (30 points) & no-till (30 points) &
vegetated ditch (30 points): 90 pts

-> no-till (30 points) & retention pond (56 points): 86 pts

Linear (additive) scale (70 points needed), e.g.,

-» 10 m vegetated filter strip (45 points) & no till (30 points): 75 pts

-> 5 m vegetated filter strip (20 points) & retention pond (55 points): 75
pts

-> 5 m vegetated filter strip (20 points) & no-till (30 points) & vegetated
ditch (30 points): 80 pts
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Mitigation case example using higher-tier modeling to assess overall
mitigation effectiveness

The modeling is done using the appropriate substance parameters, as
well as the chosen runoff scenario parameters, based on the (national)
risk assessment scheme. An indicative example of the approach that
could be taken is provided below. The active substance has the following
use conditions and properties:

Use conditions: on maize, applied to soil at 1.0 kg a.s./ha; target date:
between 1 April and 1 May.

Physico-chemical propertiesof active ingredient:

- molecular weight 300 g/mol

- water solubility 100 mg/L

- vapour pressure 1 x 10-7 Pa

- soil sorption: Koc 100 L/kg, nf 0.9

- soil degradation half-life (at 20°C): 30 d

- water-sediment degradation half-life: 30 d

- degradation half-life on plant surfaces: 10 d

Regulatory acceptable concentration(RAC) in surface water: 7 pg/L

Step 1: Calculation of the basic runoff risk for surface water

Standard FOCUS step 3 modeling is done based on the data above. The
risk assessment fails at this step, as the PECmax is determined at 41.4
ug/L in the R4 stream scenario (Table 4.3); for comparison purposes, in
order to achieve the RAC this would translate into an 83% mitigation
requirement.

Step 2: Integration of toolbox measures into higher tier modeling

Step 4 modeling is carried out using SWAN to include VFSMOD
simulations of the effect of a vegetated filter strip (VFS). This
demonstrates that e.g., a 20-m VFS provides the necessary mitigation in
all four FOCUS scenarios (PECmax of 5.15 pg/L in the R3 stream scenario),
complying with the regulatory acceptable concentration (Table 4.3).

The effect of a minimum tillage mitigation is simulated by re-running
standard FOCUS modeling, but with all runoff curve numbers reduced by
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3. However, the use of minimum tillage alone does not meet the
regulatory acceptable concentration (PECmax of 39.1 pg/L in the R4
stream scenario).

Step 3: Assessing the overall effectiveness for different combinations of
mitigation measures

The final modeling step investigates potential combination of runoff risk
mitigation measures, for example to allow a reduction in width of the
VFS. For instance, a combination of minimum tillage with a 10-m VFS
provides the necessary mitigation in all four FOCUS scenarios (PECmax of
6.28 pg/L in the R3 stream scenario).

The modeled regulatory surface water concentrations are summarised for
all scenarios and mitigation options in Table 4.3.

Table 4.3: Modeled surface water concentrations using different
modeling tiers for mitigation case example

Modeling Step FOCUS Scenario

R1 pond i R1 stream | R2 stream  R3 stream | R4 stream
FOCUS Step 3 0.33 16.7 15.3 31.2 41.4 failed
Step 4: 20-m VFS 0.09 0.42 0.56 5.15 ok 0.42
Step 4: minimum tillage* 0.21 3.62 12.1 17.2 39.1 failed
Step 4: min-till + 10-m VFS 0.14 0.81 1.07 6.28 ok 0.08

*Note: effectiveness of the VFS is mainly determined by the volume of runoff water leaving the
field. Although minimum-tillage has a relatively small effect on the concentration of the pesticide
in runoff, it reduces the volume of runoff to a greater extent. Thus a smaller VFS is required to

achieve the same net mitigation.

If a modeling approach is used, the product label would need to specify
which measures or combinations of measures are required for an
acceptable application of this product to a field.

In principle, modeling and field-evidence approaches can also be
combined, e.g., by deriving single or overall mitigation effectiveness
values from modeled measures or combinations thereof (% mitigation
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achieved) and then continuing the process as described for the field-
evidence based approach for combinations with measures for which no
integration into models was achieved.

4.2.4 Resulting label language

The current Safety Precaution phrases according to Regulation (EU) No.
547/2011 (see Chapter 3) do not yet allow to translate a flexible runoff
mitigation concept into legal label language. Therefore, the following new
SP-phrases are proposed, which are compatible with a flexible toolbox
approach to mitigate diffuse runoff:

SPe X1: To protect [aquatic organisms] only apply to fields
[adjacent/within Y m to surface water] where approved mitigation
measures(s) with [X% reduction of runoff potential/XY runoff mitigation
points] are implemented. The official reference for approved mitigation
measures is [detail official reference].

The official document, detailing the list of accepted mitigation measures
and advice for their implementation and maintenance, needs to be
established at national level.

Alternatively, for modeling approaches with specified (combinations of)
measures:

SPe X2: To protect [aquatic organisms] only apply to fields [adjacent /
within Y m to surface water] where the following [measure / measure
combinations] to mitigate runoff are implemented: [detail the list of
appropriate measures or combinations thereof].

In practice, farmers will need to determine for each field the maximum
runoff mitigation effectiveness needed for the complete group of
pesticides (planned to be) used on that field with a given crop rotation.
That said, many runoff mitigation measures are perennial (e.g., vegetated
filter strips) and cannot or should not be established or dismantled each
year.

The selection of mitigation measures by farmers and their
implementation would need to be documented for each field, so that an
effective control is possible. The official list of accepted mitigation
measures will need to detail the correct establishment and maintenance
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procedures for each measure, together with auditable criteria for
adequate measure implementation.

In addition, the new SP-phrases may be complemented by the following
sentence for certain products or mitigation effectiveness levels:

These product-specific runoff mitigation obligations may be superseded by
implementing field-specific runoff mitigation measures on the field
orfarmland, based on the participation in an officially approved national
runoff risk diagnosis and management scheme ([detail names of officially
accepted diagnosis systems]).

This phrase would enable farmers to switch from product-specific runoff
mitigation measures to (officially approved) field-specific runoff risk
mitigation (e.g., Aquavallee® diagnosis by Arvalis Institut de Végétal in
France, TOPPS-PROWADIS runoff diagnosis scheme), allowing them to
achieve equivalent effectiveness but at lower cost. The logic behind this
approach is that a field-specific approach would prevent runoff from
fields (regardless of products used), using mitigation measures adapted to
the specific pedo-climatic and landscape properties.

To tackle the issue of concentrated runoff in agricultural landscapes, the
following phrase is proposed:

SPe Y: To protect [aquatic organisms] only apply to fields [within Y m to
surface water] where concentrated runoff is prevented by appropriate
measures (see [detail official reference for concentrated flow mitigation
measures]).

This sentence could make the prevention of concentrated runoff more
binding in comparison with relying on “good agricultural practice” only.
As for diffuse runoff measures, the choice of mitigation measure(s) by
farmers and their implementation would need to be documented for
each field, so that an effective control is possible. The official list of
accepted mitigation measures will need to detail the correct
establishment and maintenance procedures for each measure, together
with auditable criteria for adequate implementation of measures.
Alternatively, a negative control in the field could be achieved via a
diagnosis and documentation of traces of concentrated runoff in fields
(erosion rills or gullies and deposited sediment at field edges).
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4.3 Spray drift

Spray drift assessments are typical mandatory features of regulatory
evaluations of plant protection products at the European level (Annex |
assessments), zonal level, and on a country authorization basis. The
purpose of this section is to provide a summary of:

e How spray drift is characterized

e What spray drift profiles are used to support regulatory risk
assessments

e National options for mitigating spray drift

e Interpretation of labels under usage conditions

Particular emphasis is placed on two specific mitigation strategies: no
spray zones and use of spray drift reduction technology. These techniques
are also mentioned in Chapter 6, together with other mitigation options
to be considered in an off-crop mitigation context. This chapter presents
technical and regulatory context surrounding no spray zones and spray
drift reduction technologies, which is considered warranted simply
because there are sometimes significant differences between Member
States when considering:

e Technical drift characterization and representation
e Permissible ranges of no-spray zones for different crops

e Acceptance of spray drift reduction technology as a label mitigation
option

e Where accepted, the permissible options of spray drift reduction
technology

e Examples where only voluntary implementation is permitted

e Examples of flexible implementation with adaptation of mitigation
taking into account local conditions

A brief discussion on the implementation of spray drift reduction
technology is proposed, recognizing that in a number of Member States
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there remain regulatory barriers for adoption or other constraints with
users that may limit effective implementation. Possible options to
address this are discussed. An illustration of expansion of options with
spray drift reduction technology as a flexible strategy for implementation
of spray drift mitigation is also provided based upon experiences in
Southern Europe. Finally, proposals and recommendations for more
practical, flexible, and meaningful spray drift mitigation (and spray drift
reduction technology, in particular) are discussed with a view towards
more effective harmonization of policy on spray drift mitigation between
Member States.

4.3.1 How spray drift is characterized

Spray drift measurements may be performed under reference conditions
in the field to assess the amount of applied spray volume blown away
downwind of a treated area and deposited on the soil surface next to the
treated field. This may be facilitated through the use of a fluorescent
tracer to quantify spray deposition. A non-ionic surfactant may be added
to mimic a spray solution of a plant protection product. Spray drift
deposition is then assessed at a range of distances relative to the edge of
the treated zone. Studies may be conducted with a range of different
reference conditions (wind speed, nozzle height, temperature, humidity,
etc.). Consequently, differences arise between assessments related to the
choice of standard reference conditions for tests. This is illustrated in
Table 4.4 (Huijsmans and van de Zande 2011).

Table 4.4: Summary of boom sprayer reference conditions (after
Huijsmans and van de Zande 2011)

NL DE UK FR PL | BE SE

Nozzle XR11004 FF 03, 042 FF110/1.2/3.0 (FF11002:FFO3{FF03i F, M, C

Spray pressure (bar) 3 2.0-5.0 3.0 2.5 - 3

Spray volume (I/ha) 300 150-300 Speed

dependent
Sprayer speed 6.5 6-8 6-12(12,16)t: 8.0 - - 7.2
(km/h)
Boom height (m) 0.50 0.50 0.5(0.7,1.0)¢{ 0.70 (0.5 05! 0.25,
0.40, 0.60
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Sprayed surface | Potato, bare | Bare soil, short | Short grass, - - - Short
soil grass crop grass
Crop height (m) 0.5/0.10 0.10 0.05-2.0
Sprayed width (m) 24 20 48 - - - 96
Temperature range 5-25 10-25 - - - - 10,15, 20
(°C)
Wind speed range 1.5-5.0 1-5 2.5(2.5,3.5)° - - - 13,045
(m/s)
Wind speed height 2.0 2.0 3 - - - 2.0
(m)

a Basic drift curve contains data from measurements from other flat fan (FF) nozzle types and sizes

b Values in parenthesis are recently proposed (not yet adopted) for bystander/residents
assessments

With respect to spray drift reduction technology, ISO identifies six classes
of drift reducing technologies (ISO 22369-1, 2006) relating respectively to
25, 50, 75, 90, 95, and 99% of drift reduction. The underpinning
characterization of drift reduction effectiveness varies and may include
full-scale field trials (ISO 22866), wind tunnel tests (ISO 22856), and
droplet size characterization (ISO/DIS 25358).

During discussions at the second workshop it was agreed that these
differences should be acknowledged, but that harmonization of testing
standards beyond I1SO 22369 would be more effectively addressed
independently via spray physics expert working groups. It was agreed that
the workshop delegates should focus on general principles of mitigation —
what is used, how it is used, and what opportunities can widen options
and build upon regulatory and technical experience.

4.3.2 What spray drift profiles are used to support regulatory risk
assessments

In general, the most common basis for representation of spray drift in risk
assessments is drift tables presented by Rautmann et al. (2001). This, in
turn drew upon the fundation of spray drift data tables established by
Ganzelmeier et al. {1995) derived from trials over bare ground and were
considered at the time to represent a worst case scenario. The original
datset was collected from the late 1980s to the early 1990s, and included
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a total of 119 trials comprising 16 drift trials for field crops, 21 trials for
grape vines, 61 trials for fruit crops, and 21 trials for hops. The 90th
percentile values (or overall 90th percentile for multiple applications)
derived from the data have remained the mainstay of EU risk assessments
ever since (including incorporation into the FOCUS Surface Water
modeling framework (FOCUS 2001). There are, however, notable
differences in regulatory strategy and these are summarized in Figure 4.4
and detailed below.

National drift
reference

Figure 4.4: Summary of regulatory preferences for drift representation

Two Member States (the Netherlands and the UK) employ spray drift
representations that differ from Rautmann et al. (2001) and these are
discussed in brief below.

Netherlands

In the Dutch assessment procedure different spray drift curves are used
for arable crops (boom sprayers), fruit crops, and nursery trees, all
originating from field measurements carried out in the Netherlands based
upon reference standards summarized (Huijsmans et al. 1997) in Table
4.4 for boom sprayers. In the Netherlands, the standard reference basis
for assessment includes spray of a potato crop and in the near future also
for bare soil or small crops (i.e., grass). For boom sprayers, the
Netherlands specifies the position of the last nozzle relative to the last
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crop row. This originates from the experience in measuring spray drift in a
crop situation where the nozzle position above the last crop row is fixed
while the edge of the canopy varies. In other drift frameworks used in
other countries, the edge of field is defined as half a nozzle spacing
distance from the last nozzle (ISO 22866 2005). On this basis, and because
of differences in reference nozzle standards and wind speed conditions
during spray drift measurements, spray drift potential for the Netherlands
is higher than represented in FOCUS.

Dutch spray drift profiles are implemented as a component of the Dutch
government’s policy (Multi-Year Crop Protection, Water Pollution Act,
Plant Protection and Biocide Act, Sustainable Crop Protection | and II; LNV
2004, EZ 2013) that has set goals for the reduction of the emission of
pesticides into the environment. A minimum set of agreed measures are
mandatory to reduce spray drift deposition in practice based on drift-
reducing application techniques and crop-free buffer zones based on the
Water Pollution Act (I&M 2012). For example, in arable field crop spraying
it is mandatory to use nozzles with at least 50% drift reduction on the
outside 14 m of the field (VW and LNV 2001), a maximum boom height of
0.50 m and an end-nozzle on boom sprayers spraying alongside
waterways (I1&M 2012). For frequently sprayed crops like potatoes, flower
bulbs, and onions, a crop-free buffer zone of 1.5 m measured between
the center of the last crop row and the start of the ditch bank is
obligatory. On the field edge it is also allowed to grow another non-
sprayed crop or vegetation to serve as a buffer zone thereby introducing
a no spray buffer zone. With higher level spray drift reducing techniques
(drift reduction of 50% up to a drift reduction of 95%) the crop-free buffer
zone is allowed to be smaller, up to 0.50 m (TC 2014) as long as
authorization thresholds of pesticides are not exceeded for surface water
(Ctgb 2014). For orchard spraying, specific combinations of spray
techniques (Van de Zande et al. 2012) and crop-free buffer zones are
mandatory as a first level leading to a minimal drift reduction of 90% at
the water surface. Regulations are embedded in both the Pesticide Act
and the Water Pollution Act. Based on the spray drift deposition level in
surface water, the width of crop-free buffer zones can be set and impacts
on the registration process of agrochemicals determined. A general
reduction in spray drift to surface water next to the sprayed field can be
achieved by improvements in spray application techniques. So in general
in the Netherlands there are two levels of implementing SDRT and buffer
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zones.

1. Protection by general rules of mandatory drift reducing technologies
and crop-free buffer zones

2. Wider buffer zones or more drift reducing technologies based on the
toxicity of the agrochemical in the authorization procedure. From 2015
onward a minimum drift reduction of 75% is to be used on all fields
sprayed with agrochemical irrespective of whether the field is alongside a
water course.

United Kingdom

The current UK accepted approach for calculation of PECsw by spray drift
is described in a previous Aquatic Guidance document
(SANCO/3268/2001) drawing upon drift profiles proposed by Rautmann
et al. (2001). This remains the primary basis for evaluation in most cases.

However, the UK authorities (CRD) have recently revised their policy to
allow for greater flexibility to consider horizontal boom spray drift
reduction technology. In this scheme, uses or products that do not give a
satisfactory risk assessment without reliance upon SDRT can be assessed
assuming the use of LERAP three star nozzles (HSE 2014), which provide
at least 75% drift reduction. Where applicable, spray drift assessments
based upon this SDRT framework may then be based upon the van de
Zande spray drift dataset (van de Zande and Holterman 2005). The drift
model contains the appropriate regression values from van de Zande data
to calculate the initial surface water PEC due to spray drift (PECsw) for
buffer zones from 5 m to 20 m in 5 m intervals. The basis for this policy
revision is detailed in a CRD regulatory update (CRD 2014). It is for this
reason that the UK is represented in Figure 4.4 as operating two parallel
drift representation schemes.

4.3.3 National options for mitigating spray drift

Typically, where spray drift mitigation is required to support safe use,
product labels make reference to no spray zones. In a number of Member
States, the maximum width of these no spray zones is constrained by
national policy. Certain Member States also permit the use of drift
reducing nozzles as an independent or complementary means of
mitigating spray drift. Examples of other schemes are summarized in the
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